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1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

Cakcarmunrtus [ICK, 2,5 Mr, TabneTku, MOKPHITHIC TIFICHOYHONH 000I0YKOH.

Cakcarnmuntus [ICK, 5 Mr, TabneTKu, MOKPHITHIE IIIEHOYHOW 000T0YKOM.

2. KAMECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB

JelicTByroliee BEMIECTBO: CAKCATIUIITHH.

Caxkcarmmnrud [ICK, 2.5 Mr, TabJeTKH, HOKPBIThIE IIIEHOYHOW 000JI0UYKOM

Kaxnas Tabnerka cogepxur 2,5 Mr cakcarfliunTHHA (B BUJE THAPOXJIOPUAA MOHOTUAPATA).

BemiectBa, HamMunMe KOTOPBIX HAJ0 YYUTHIBATh B COCTAaBE JICKAPCTBEHHOTO Iperapara: HaTpHil,
nakto3a (cM. pazaen 4.4.).

Caxkcarymnrud [ICK, 5 Mr, TaOJIETKH, IOKPLITHIE INIEHOYHOI 000I0YKON

Kaxnas Tabnerka cogepxur 5,0 Mr cakcarmunTHHA (B BUJE THAPOXJIOPUAA MOHOTUAPATA).

BemiectBa, HanmMunMe KOTOPHIX HAJ0 YYUTHIBATh B COCTAaBE JICKAPCTBEHHOTO Iperapara: HaTpHil,
nakTo3a (cM. pazzaen 4.4).

[TonHbIi TepeyeHb BCIIOMOTaTEIbHbBIX BEIIECTB MPUBEAEH B pasnene 6.1.

3. JEKAPCTBEHHASA ®OPMA

TabyeTku, TOKPHITHIE TUICHOYHOW 000JIOYKOM.

CaxkcarmmnTud [ICK, 2.5 Mr, Ta0JeTKH, HOKPBITHIE JIEHOYHOU 000JI0UYKOM

Tabnerku kpyryioi GopMbl, TBOSIKOBBIMYKJIbIC, MOKPHITHIE TUIEHOYHON 000J0YKOW OT O€lI0ro Wiiu
II104YTHU 6€HOI‘O A0 CBCTJIO-KCJITOI0 UJIN CBCTJIO-KOPUYHCBOI'O LIBCTA. Ha u3zaome Ta6JIeTKI/I OT IIOYTH
Oeoro 1o OeJoro Bera.

CaxkcarymnTud [ICK, 5 Mr, TabJIETKU, OKPHITHIE ILIEHOYHON 000J10YKON

TabneTku Kpyriioi GopMbl, TBOSKOBBITYKIIBIE, TIOKPHITHIC TUIEHOYHOW 00OJOYKOM OT PO30OBOTO JI0
PO30BO-KOpUYHEBOTO 1BeTa. Ha m3momMe TabiaeTku ot mouT 6eoro 10 Oeroro mBeTa.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3zaHusi K NPUMEHEHHUIO

[Ipemapar Cakcarnmuntul [ICK moka3aH K mMpUMEHEHHIO y B3POCIBIX B BO3pacTe oT 18 yer mns
neueHus caxapHoro auadera 2 tuna (C/12) B nomnonHeHue K auetre 1 GU3NIECKUM YIPAKHEHUIM JUIS
YJIy4IIEHUs TTIMKEMHYECKOr0 KOHTPOJIS B KAUeCTBE:

®  MOHOTEpaluy;
®  CTapTOBOI KOMOMHHMPOBAHHOM Tepanuu ¢ METHOPMHHOM;

e KOMOWMHUPOBAaHHON Tepanmuu ¢ MeTHOPMUHOM, THAZOIMAWHIMOHAMHU, MPOU3BOAHBIMU
CyIb(OHUIMOYEBUHBI, METGOPMUHOM M HHTUOMTOpAMH HATPUH-3aBUCHUMOTO MEPEHOCUYHKA
TJIIOKO3BI 2 TUMa, METGOPMUHOM U MPOU3BOAHBIMHU CYJIb(POHUIMOYEBUHBI, THCYJIMHOM (B TOM
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KOHTpOJIS. HA JAaHHOM TEPaIINH.
4.2. Pe:kum 103MpPOBAHUS U CIIOCO0 MPUMEHEHUS

PexxuM no3upoBaHusa

Monomepanus
Pexomenayemast no3a npenapara Cakcarnuntun [ICK coctaBasier 5 mr 1 pa3 B cyTKH.
Kombunuposannas mepanus

Pexomennyemas noza npenapara Cakcarmuntut [ICK cocraBnsier 5 Mr 1 pa3 B cyTKH B KOMOUHAIHH
¢ merhopMuHOM (B TOM 4YHCIEe B KOMOWHAIMM C TIPOU3BOAHBIMH CYJIh(OHUIMOUYEBHUHBI),
THUA30JUINHINOHAMH, TPOU3BOJHBIMU CYJIb()OHUIMOYECBUHBI, METHOPMUHOM H HHTHOUTOpPAMH
HATPUI-3aBUCUMOI0 MEPEHOCYMKA TIIOKO3bl 2 THMA, UHCYJIUHOM (B TOM YHUCIIE€ B KOMOWHALUU C
METQOPMUHOM).

Cmapmogas KOMOUHUPOBAHHAS Mepanus ¢ Mem@OopMUHOM

Pexomennyemas nosa npenapara Cakcarsuntud IICK cocraBnser 5 Mr 1 pa3 B cyTku, HauanbHast
no3a merpopmuna — 500 mr B CyTKu. B ciydae HeamekBaTHOTO OTBETa 1032 MET(HOpPMUHA MOXKET
OBITH yBEJIMYECHA.

[Tpu npumenennu npenapara Cakcarnuntud [ICK B koMOMHAIMK ¢ MHCYJTMHOM WJTH POU3BOTHBIMHU
CyJIB(I)OHI/I.HMO‘IeBI/IHBI MOXKET HOTp€6OBaTBC}I CHMIKCHHUC [J03bl HHCYJIMHA WJIX IMPOHU3BOIAHBIX
CyJIb()OHUIIMOYEBUHBI JIJISI CHUIKEHHUS PUCKA TUTIOTIIMKEMHUH (CM. pasnen 4.4).

ITpu mponycke npuema npenapata Cakcarnuntud [ICK nponymieHHnyro TabieTky cieayer NpHHATh
Cpa3y, Kak TOJbKO MAllMeHT 00 3TOM BCIIOMHUT, OJHAKO HE CjeayeT MPUHUMATh JBONHYIO 03y
IpenapaTa B TEYEHHE OJAHUX CYTOK.

be3onacHocTh M A (PEKTUBHOCTH CaKCATJIUNITHHA B COCTaBE TPOWHOM Tepanmuu ¢ METHOPMHHOM H
TUA30JIMAUHAWNOHOM HC YCTAHOBJICHBI.

Oco0ble T'PYIITBI TAITUEHTOB

Jluya noxcunoeo 6ospacma
Koppekuuu 10361 TOJBKO HA OCHOBAaHHH BO3pacTa He TpeOyeTcs (CM. Takke paszaen 5.2).
Iayuenmsi ¢ noueynol HedoCmMamoyHOCmuio

[Tanmentam ¢ HapymieHHeM (QYHKIMM TIOYEK JIETKOM CTENeHH WM TalHeHTaM C HapylIIeHHEeM
(GYHKIMHM TIOYEK CpEeIHEH CTENeHH C PACYeTHOM CKOPOCThIO KIIyOOUKOBOW (huiIbTpanuu
(pCK®) > 45 mn/mMun/1,73 M? Koppekuun 10361 He TpebyeTcs.

TNaruenTam ¢ HapynIeHueM GyHKIMK oyek cpeneii crenenn ¢ pCK® < 45 mu/mun/1,73 M2, a Taxoke
ManyeHTaM ¢ HapylieHneM (pyHKIMY ITOYeK TSHKEJIOH CTETIeHH 103y CIeTyeT CHU3HUTS 10 2,5 M OIuH
pa3 B CyTKH.

[Ipenapar Cakcarnmuntud [ICK npoTuBonokasaH maiMeHTaMm ¢ TEPMUHAIBHON CTaauel MOYEUHOU
HEJIOCTAaTOYHOCTH, HYXKIAIOUIUMCS B reMouanuse (cM. pasnenst 4.3 u 4.4).

[TockonbKy 103y ciaeayeT OrpaHUYUTh A0 2,5 MI' B 3aBUCHMOCTH OT (YHKIMHM IOYEK, OLICHKY
(GYHKIMU TOYEK PEKOMEH]IyeTCs! IPOBOJUTH IO Hadaia TEpanud U B COOTBETCTBUU CO CTaHIAPTHOU
MPAKTUKON — IEPUOIUYECKH BIOCIEACTBUU (CM. pa3aeinsl 4.4 u 5.2).

Hab}ueHMbl C NeYeHOYHOU HeOOCMAMoOYHOCMbIO

[Manuentam ¢ HapyieHHeM (pYHKIMU MIEYCHH JICTKOW M CPEIHEH CTETEHH TSHIKECTH KOPPEKIIUHU 103bI
He Ttpebyercst (cm. pazmen 5.2). Ilpemapar Cakcarmuntun [ICK crenyer npuMeHsTh ¢
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HapyleHrneM (QyHKIIMY IeUYeHH TSHKEJIONW CTETIEHH Mperapar IpoTHBONoKa3aH (cM. pasnen 4.4).
etn

beszonacHocts u 3extuBHOCT npenapara Cakcarnuntu [ICK y nereit B Bo3pacte ot 0 10 18 ner
HE YCTAHOBJIEHBI. JlaHHBIE OTCYTCTBYIOT.

Cnoco0 mpuMeHeHus

BuyTpb, HE3aBUCHUMO OT npuema nuiiy. TaGneTku cieayeT nporiaaTbiBaTh LETUKOM, HE Pa3KeBbIBasl,
HE U3MeJbyas U HE pa3yiaMbIBasl.

4.3. [IporuBonoka3aHus
e [uUnepyyBCTBUTENHHOCTh K CAKCAIVIUIITUHY MU K JIIOOOMY W3 BCIOMOTATEIbHBIX BEIIECTB,

MEepPEUYNCIICHHBIX B pazjene 6.1.

e Cepbe3Has peaklus TUNCPUYBCTBUTEIHHOCTH B aHaMHe3e, BKIIOYAMOMAs aHa(PHIAKCHIO,
aHAWIAKTUYECKHA IIOK W  aHTHMOHEBPOTUYECKHUH OTeK K  JOOOMYy  HWHTHOUTOPY
munentuauinentuaasbi-4 (JII111-4).

e Caxapusiii guaber 1 Tuna.
e JlnaGeTnyeckuii KETOAMIO3.
e TepmuHaNbHAS CTAUS MOYCYHON HETOCTATOYHOCTH, TPEOYIOIIAs MPOBEACHUS TEMOTUATH3A.

e [leyeHOYHAs HEAOCTATOUYHOCTD TAKEION CTENCHH.
4.4. Oco0ble yka3aHHMs M Mepbl PEeJ0CTOPOKHOCTH NPH NPHUMEHEeHHH

[Tpn npuMeHeHny mpenapara cieryeT coOI01aTh OCTOPOKHOCTH!

e mapymenue Gpynxiuu nouek npu pCK® <45 mn/mun/1,73 m?;

® JIMIIA TTOXHUJIOTO Bo3pacTta (>65 ner);

® COBMECTHOE ITPUMEHEHHUE C MPOU3BOTHBIMH CYIb()OHUIMOUEBHHBI WIIN HHCYIHHOM;

® [AI[MEHThl C MAHKPEATUTOM B aHamHe3€ (CBA3b MEXAYy IMPHUEMOM Ipenapara U MOBBIIICHHBIM
PHUCKOM pa3BUTHsI TAHKpEaTUTa HE yCTaHOBJICHA).

[Mpemapat Cakcarnuntud [ICK mpoTuBonoka3aH maiueHTaM ¢ caxapHbIM quadbeToMm | Tuma uiu st
JIeYeHHus1 [UabeTHUECKOr0 KETOAU103a.

IIpenapar Cakcarnuntud [ICK He sABisercs 3aMeHOM MHCYJIMHA Yy MAlMEHTOB, HY)KIAIOLIUXCS B
UHCYJIMHE.

Ocmpuiii nankpeamum
[Tpumenenne narn6utopos JI1I1-4 cBsi3aHO C pUCKOM Pa3BUTHSI OCTPOTO MAHKPEATUTA.

[TareHThI TOKHBI OBITh MPOUH(DOPMUPOBAHBI O XapaKTEPHBIX CUMIITOMaX OCTPOTO MaHKpeaTHTa:
MPOJOJKUTENbHASl, MUHTEHCHUBHasg Ooib B oOnactu >kuBoTa. [Ipum mojo3peHnu Ha pa3BUTHE
naHkpeatura npumeHeHue npenapara CakcarmuntuH [ICK  cinemyer mnpekpaTuTh; 1pu
MTOATBEPKICHUH OCTPOTO MaHKpeaTuTa npuMmeHeHue npemnapara Cakcarmuntid [ICK Bo300HOBISATH
He caenyet. Crnenyer cobmoaaTh OCTOPOKHOCTh Y TAIMEHTOB C ITAHKPEATUTOM B aHAMHE3E.

[Ipu mocTperucTpalliOHHOM MPUMEHEHUH CaKCaTrJIMIITUHA OBbLIN OJTyYeHbl CTIOHTAaHHBIE COOOIICHHUS
0 CITydasiX OCTPOro MaHKpeaTuTa.
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V naruentos ¢ pCK® <45 mn/mun/1,73 m? pekoMen ryemast 103a Ipenapara cocTapisieT 2,5 Mr ofuH
pa3 B cyTku. CakcarjUnTuH NPOTHUBONOKA3aH MAallMEHTaM C TEPMHUHAIBHOW CTagued MOYEYHOM
HE/IOCTaTOYHOCTH, HY)XJAromuMcsi B remoauanuze. OueHKy (QYHKIHU TOYEK PEKOMEHIyeTcs
MPOBOJUTH 10 Havasia Tepanuu npenaparom Cakcarnuntud [ICK u B COOTBETCTBUM CO CTaHAAPTHOU
IIPaKTUKOMN — IEPUOANYECKHU BIIOCIEACTBUM (CM. pasznensl 4.2 u 5.2).

Hapywenue ¢pynkyuu nevenu

CakcarmunTuH ClIeAyeT NMPHUMEHSATh C OCTOPOXKHOCTBIO y MAIIMEHTOB C HapylIeHHEM (YHKIUU
MICYCHHN CPEHEH CTENICHH TSHKECTH, @ HAlMEHTaM C HapyIleHHeM (QyHKIUH IIeYeHH TSDKEIION CTeTIeHH
IIpenapaT NpoTUBOIIOKa3aH (cM. pa3zen 4.2).

HpumeHeHue 6 K0M6uﬂaz4uu C npenapamamu, Komopvie mMocynit 6bl3ble6amsb cUNOSAUKEMUIO

N3BecTHO, 4TO MPOM3BOAHBIE CYIH()OHHIMOUYECBUHBI M HHCYJIHH MOTYT BBI3BaTh THIIOTIIUKEMUIO.
[TosToMy nJisi CHMDKCHHMSI PUCKA DPAa3BUTHUS THIOTJIMKEMUHM TPH TPUMEHEHUHW B KOMOWHAIUH C
npemapatom Cakcarmuntud [ICK  MokeTr moTpeOoBaThcsi CHIXKEHHE J103bI  PON3BOIHBIX
CyJIb()OHUIIMOYEBHUHBI UM UHCYJIMHA.

Peam;uu cunepdyecmeumelbHocmu

[Ipenapar Cakcarmuntua [ICK Henp3si mpuUMEHSATh y TMAlMEHTOB, Y KOTOPBIX ObLIa OTMEYCHA
cepbhe3Has peaKIysl TUIepuyBCTBUTEIBHOCTH K nHrnouTopy AI1I1-4 (cm. pa3nen 4.3).

ITpu mocTperucTpallmOHHOM IPUMEHEHNH CaKCarJIMITHHA, B TOM YHCIIE B CIOHTAaHHBIX COOOIIEHUIX
U KIMHUYECKUX HCCIIEIOBAaHUAX, OTMEUAINCh CIEAYIOIINE HEXKEIATEIbHbIE PEaKIUU: CEPhE3HbIC
pEaKIMM THIEePYyBCTBUTENBHOCTH, BKJIIOYas aHAPMIAKTUYECKYI PEaKLUIo, aHa(UIaKTHUECKHM
IIOK ¥ AaHTMOHEBPOTHYECKUM OTeK. llpu momo3peHMM Ha pa3BUTHE CEPbE3HOM peaKkLuu
TMIIEPYYBCTBUTEIBHOCTH K CaKCAIJIMIITHHY CIEAyeT IPEKpaTUTh NPHUMEHEHUE Ipernapara
Cakcarmuntul [ICK, ouleHHUTh Opyrve BO3MOXHBIE NPUYMHBI Pa3BUTHS SIBICHHUS M HA3HAUYUTh
AThTEPHATUBHYIO TEPANMIO CaXapHOTO Auadera (cM. pasaen 4.8).

Hapywenus co cmoponul xodrcu

B noxnMHUYECKUX TOKCUKOIOTMYECKUX HUCCIEA0BAHUAX COOOIANIOCH O I3BEHHBIX U HEKPOTUYECKUX
MOPAXKCHUAX KOXHW Ha KOHCUYHOCTIAX 06€3b$IH. B ximH#nueckux HCCIICA0BAHUAX HEC OTMECUYCHO
MTOBBIIICHUS YaCTOTHI BOSHUKHOBEHMSI TOpakeHUH Koku. J{7st kimacca marnouropos JIT1-4 onucanbt
MNOCTPCTUCTPAIVOHHBIC CITYHan Pa3BUTHUS ChIIIN. ChIIb TaKk)ke OTMEUEHA KaK HeKelaTeabHas peakuuria
cakcarnunTuHa (cM. pazaen 4.8). B cBs3u ¢ 4eM B pamMKax CTaHJAAPTHOTO BEJCHUS MAIMEHTOB C
IMabeTOM PEKOMEHIYeTCsl MPOBOAMTH HAONMIOACHWE Ha MpeIMET BO3MOXKHBIX HApYLIEHUH CO
CTOPOHBI KO, TAKUX KaK BOJIBIPH, S3BbI UJIH ChIIIb.

bBynnesnwiti nemghucouo

[Ipu mocTperucTpanmoHHOM npuMeHeHnH HHruouTOopoB JI111-4, B TOM uncie cakcariunTuHa, ObLTH
OTMEUYEHBI ciay4yau OyJuie3HOro mnemuronga, TpeOOBaBIIETO0 TrOCMUTATM3AlUK. B  omucaHHbBIX
Clly4asXx MalueHThl OOBIYHO OTBEYAIM HAa MECTHYI0 WJIM CHCTEMHYI) HMMYHOCYIPECCHUBHYIO
Teparuio U npekpamienue npuema uaruoutopa JAI1I1-4. Ilpu pa3BuTHH BONIBIPEN UM U3BSIBICHHUH
Ha ¢oHe Tepanuu npernapatoMm CaxcarmunTtuH [ICK u momo3peHun Ha Oysuie3HbId meM@uroun
crenyer npekpatuth npuem npenapara Cakcarmuntud [ICK u oOpaTuTbes K IepMaToJory Juis
YCTaHOBJICHUS IMarHO3a U Ha3HaYeHHs] COOTBETCTBYIOIIETO JiedeHus (M. pasnen 4.8).

Cepoeunas nedocmamo4Hocms

OnelT  mpUMEHEHHMs  IIpenapara y  [AaMEHTOB  C  CEpACYHOM  HENOCTATOYHOCTBIO
M-IV  ¢pyskmmoHansHOro Kinacca mno Kmaccupukammu Hpio-HOpKCKO# — Kapamonorndeckoil
accommaruu (NYHA) orpannuen. B wuccnemoBanun SAVOR (Orenka cepaedHO-COCYIUCTHIX
MCXOJIOB y TAllMEHTOB C CaxapHbIM Oua0eTOM, MPUHUMAIOIIMX CAKCArJHNTHH) ObUIO OTMEYEHO
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rpyIIe CaKCarIMNTHHA TI0 CPAaBHEHUIO C TPYIIOH 1ane6o, X0TS IPUIMHHO-CIICICTBEHHAS CBS3b HE
Obla ycrtaHoBseHa (cM. pazzaen S5.1). JlomoaHUTENbHBIA aHaIu3 HE BBISIBII pa3auduil B dpdekre y
MAIMEeHTOB C CepACYHONW HEIOCTaTOYHOCTHIO B 3aBUCHMOCTH OT (DYHKIIMOHAJILHOTO Kiacca IO
kinaccudpukanmmn NYHA. Cremyer coOmonaTh OCTOPOKHOCTH TIPH MPUMEHEHHH Tperapara
Cakcarmuntun [ICK y manueHTOB ¢ (akTopamMu pHCKa TOCHUTAIM3AIMU IO MOBOJY CEpACUHOU
HEJO0CTaTOYHOCTH, TAKUMU KaK CepJieuHas HeJJOCTaTOYHOCTh B aHAMHE3€ WM HapylleHue (pyHKIUu
MOYEK CpellHeH U Tshkemnoii creneHu. [lanueHTs! T0MKHbBI OBITH TPOUH(POPMHUPOBAHBI O XaPAKTEPHBIX
CUMITOMAax CepIeYHOW HEJAOCTATOYHOCTH M HEOOXOJUMOCTH HEMEIJICHHO COOOIIaTh O TaKHX
CHUMIITOMAaX.

Apmpaneus

[Tpu mocTperucTpaiioHHOM MpuMeHeHH UHrHOuTOpoB JAI1I1-4 oTMeueHs! ciaydan 00U B CycTaBax,
B TOM YHCJIe CHIIBHOM (cM. pasnen 4.8). Y manueHToB Ha0I0/1a710Ch 00JIErYeHne CUMITTOMOB TTOCTIE
MpeKpalieHus MpueMa npernapara, a y OTAeJIbHbIX NallMEHTOB OTMEYAJICS PELUIUB CUMIITOMOB MIPU
BO30OHOBJICHUU TPUMEHEHHS TOTo k€ wi Apyroro unruowtopa [I1I1-4. Bo3HukHOBEHHE
CUMITOMOB TIOCJI€ Hadyalla MPUMEHEHUs IIperapaTa MOKeT ObITh OBICTPBIM I OTMEYAThCS Ha oHe
miTenbHoU Tepanuu. [Ipu pa3BUTHH CHIIBHOM 00JIM B CycTaBax CleqyeT OLEHUTH [eIeco000pa3HOCTh
MPOJIOJKEHUS MPUMEHEHHS IIpernapara B Kak/10M OT/IEbHOM CiTyyae.

Hauueﬂmbz ¢ ocnabnenHvim UMMYHUMEMOM

HaHI/IeHTBI C OCJ'Ia6J'IeHHI>IM HUMMYHUTCTOM, HAIpUMCP, NAIUCHTLI, IICPCHCCIINEC TPAaHCILJIAHTALUIO
opraHa, Wi TAlHEHTHI, Y KOTOPBIX TUArHOCTUPOBAH CHHAPOM HMMMYHOAC(MUIIUTA YellOBEKa, HE
YY4acTBOBAJIM B KJIMHUYECKUX HCCIEIOBAaHMIX CaKCarJuNTHHA. Takum o0pa3oM, Mpo¢puib
3¢ PeKTUBHOCTH U OE30MTACHOCTH CAKCATJIMIITHHA Y STUX MAIlMEHTOB HE YCTAHOBJICH.

Ipumenenue ¢ mowHviMu uHOyKmopamu uzopepmenma yumoxpoma P450 344 (CYP3A4)

[Ipumenenne wuHAYKTOpoB H30depmenTa CYP3A4, takmx kak kapOamaszenuH, IeKcameTa3oH,
¢denobapburan, (GpeHuTOMH W pUGAMIUIUH, MOXET CHU3UTh THIOTIMKEMHUYECKOE JeiicTBHE
npenapara Cakcarmuntus [ICK (cm. pazaen 4.5).

BcnioMorarennbHBIC BEIIECTBA

[Ipemapar Cakcarmuntun [ICK coaepxut B cBoeM cocraBe sakTo3y. [lammeHtam ¢ penko
BCTPEUAIOIIECICS HACIEICTBEHHON HEMEePEHOCUMOCTBIO TANAKTO3bl, Ne(UIIMTOM JaKTa3bl JoMapei
WJIH TJIFOKO30-TaIaKTO3HOM MalibabcopOLMeil He cliefyeT MPUHUMATh 3TOT Iperapar.

JlaHHBINA TIpenapar coAaepXHUT MeHee 1 Mmonb (23 Mr) HaTpus Ha TabJETKy, TO €CTb, IO CYTH,
HE COZIEPIKUT HATpPHUS.

4.5. B3aummogeiicTBHe ¢ JPYIrHMH JIeKADCTBEHHBIMH IIpenapaTamMM W [Jpyrue BHABI
B3aHMMOJAEHCTBHUSA

Ananus JaHHBIX KIMHHUYCCKHUX I/ICCJIG,Z[OBaHI/Iﬁ MO3BOJIACT HIpcArnojiaratb, 4YTO0O pUCK KIIMHUYCCKU
3HAYUMBIX B3aHMOHeﬁCTBHﬁ CakcariminTuHa € APYTHMMHU JICKAPCTBCHHBIMU CPCACTBAMHU IIPU HX
COBMCCTHOM NNPUMCHCHUU HCBCIIUK.

Merabonu3M  CakCarJIMMTHHA MPEUMYIIECTBEHHO OIMOCPEIOBAaH CHUCTEMON  HM30(epPMEHTOB
CYP3A4/5. B wuccnenoBaHusgx in vitro OBLIO IMOKa3aHO, YTO CaKCArJIMITHH U €ro OCHOBHOM
MeTtabonut He nHTHOUpYIoT m3odpepmernTsl CYP1A2, 2A6, 2B6, 2C8, 2C9, 2C19, 2D6, 2E1, 3A4 u
He uHaynupyoT m3odepmentsl CYPIA2, 2B6, 2C9 u 3A4. [losTroMy HE 0XHMIAETCS BIUSHUS
CakcarjJunTHHA Ha METa0OJIMYECKHi KIUPEHC MpernapaToB, B METa00JM3ME KOTOPBIX yYacTBYIOT
yKa3aHHbIE U30EPMEHTHI, IPH UX COBMECTHOM IpuMeHeHNU. CaKCarIUITHH SBISETCS CyOCTpaToOM
P-gp, HO HE sABASETCSA 3HAUUMBIM HHTHOUTOPOM HIJIM UHIYKTOpOM P-gp.
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CaKCarfUNTHHA U €T0 OCHOBHOTO METab0IMTa 3HAYUMO HE H3MEHSUTHCH TI0]] BIUSHUEM MeT(hOpMHHA,
rIMOCHKIaMUIa, TMOTIINTa30Ha, TUTOKCMHA, CHMBACTaTUHA, TMJITHA3eMa, OMETpa30Jia, KOMOMHAITIHT
ATIOMHUHHUS TUAPOKCUIA, MATHUSI TUAPOKCUIA U CUMETHKOHA, a TaKkxke (paMOoTHaNHA.

PugamnuuuH CyImecTBEHHO CHUXKAET SKCIO3ULMIO CaKCarjauNTHHA 0e3 M3MEHEHUs BEJIUYUHBI
TUTOIIAM 0] KpUBOU «KOHIEeHTpalus-Bpems» (AUC) ero aktuBHOro mMetradonura. Pudamnunms e
BiuseT Ha nuaruouposanue /I111-4 B mrazme kpoBu B TeueHne 24-9aCOBOTO MHTEPBAJIA TEPAITUH.

KerokoHa3051 3HAUYMTENBHO TMOBBIIIAET OSKCIO3UIMUIO cakcarunThHa. llogoOHoe 3Haummoe
YBEIMUYCHNE KOHIIEHTPAIMN CAKCArJIMNTHHA B IJIa3Me KPOBH OXHMJIAETCS] PU MPUMEHEHUH APYTHX
MOITHBIX MHruouTOpoB u3zopepmeHtoB CYP3A4/5 (mampumep, aTa3zaHaBUp, KIApUTPOMHUILIMH,
MHIMHABUD, UTPAKOHA30J, He(a3onoH, Hel(UHABUDP, PUTOHABUD, CAKBUHABUDP U TEIUTPOMUIIVH).
IIpy coBMECTHOM TNPUMEHEHUH C MOUIHBIM HHruoutopoMm wuszopepmeHtoB CYP3A4/5 noza
CaKCarjuNTHHA TO0JDKHA COCTAaBIIATh 2,5 M.

CakcarmunTuH 3HAYMMO HE U3MEHSAeT (PapMaKOKMHETHYECKHE TIOKa3aTelnu MeTPOpPMHHA,
IMOEHKIAMK1a, MHOIJIMTA30Ha, JUMOKCHHA, CHMBACTaTWHA, IWITHA3eMa, KETOKOHA30Ja WU
NEPOPATBHOT0 KOMOMHHUPOBAHHOTO (3CTPOreH + rectareH) KOHTPALENTUBHOTO CPEJICTBA.

CoBMecTHOE MPUMEHEHHE CakcarunTHHA U MHIAYKTOpoB m3odepmeHToB CYP3A4/5 (Takumx Kak
KapOama3zenuH, JeKcamerazoH, GpenodapOuTan u GEHUTOMH), 32 UCKIIOUEHHEM pUdaMIULHa, HE
M3y4alloch U MOXKET MPHUBECTH K YMEHBUICHHIO KOHIIEHTpAllMU CaKCarlMITHHA B IUIa3Me HU
YBEIMUCHUIO KOHIICHTPAIMM €ro OCHOBHOTO Merabonuta. Ilpu COBMECTHOM NPUMEHEHHUH
CakcarjaunTHHA ¢ MOIIHBIM HHAYKTOpoM wu3odepmentoB CYP3A4/5 crnemyeT oCyIIecTBISATH
TILATEJIbHBIN TJIMKEMUYECKUA KOHTPOJIb.

BnusHue KypeHus, AUETUYECKOTO0 MUTAHMs, MpUeMa PacTUTEIbHBIX MPENnapaToB M YNOTPeOIeHUs

aJIKoroJisg Ha (papMaKOKHMHETUKY CAaKCATrJUINTHHA HE U3y4alloCh.

4.6. bepeMeHHOCTb M JIAKTAIUS

bepemeHHOCTD

B cBs13u ¢ Tem, 4TO MpUMEHEHNE CaKCarIMNTHHA B IIEPUO] OEPEMEHHOCTH HE N3Y4aloch, HE CIICTyeT
MIPUHUMATH TMIpenapaT B Iepruo i 0epeMEeHHOCTH.

JlakTamus

HewusBecTHO MPOHUKAET JIM CAKCATJIMIITHH B TPYAHOE MOJIOKO. B CBSI3M ¢ TeéM, 4TO HE HUCKIIIOYEHA
BO3MO>XHOCTh NMPOHUKHOBEHHUS CAKCArJUNTHHA B TPYJHOE MOJIOKO, CIEAYyeT MPEKPaTUTh TPYyJIHOE
BCKapMJIIBaHUE Ha TEPHOJ] JICUCHUS CAKCATJIMIITUHOM WM OTMEHUTh TEPaluio, YYUTHIBAS
COOTHOIIIEHUE pUCKa JJi peOeHKA U MOJIB3bI IJIsl MaTepH.

4.7. BuusiHMe HAa CHOCOOHOCTH YNPABJIATH TPAHCIOPTHBIMHM CPeACTBAMH M PpPadoTaTh C
MeXaHM3MaMH

Cakcarmuntun [ICK oka3biBaeT yMepeHHOE BIMSHUE HA CIOCOOHOCTH YHPABJIATh TPAHCIOPTHBIMU
cpeAcTBaMU U paboTaTh ¢ MexaHu3MamH. [IpH yrpaBneHHH TPaHCIIOPTHBIMHU CPEACTBaMU U paboTe
C MEXaHU3MAaMH CIIEyET YYUTBIBATh, YTO CAKCAIVIMIITUH MOKET BbI3BIBATH I'OJIOBOKPYKECHUE.

4.8. He:xennatesibHbIE peakIIumn

Pesrome mpoduiist 6esonacHOCTH

HaI/IGOHGG YaCTbIMU HCXKCIIATCIbHBIMU pPCaKIUAMU, OTMCYCHHBIMU B HH&HGGO-KOHTPOHHPYGMBIX
HCCIEAOBAHUAX Y >5 % MaMeHTOB, MOMYyYaBIINX CAKCATJIUIITHH 5 MT, U C OOJIBIICH 4YacTOTOH, YeM
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MOYEBBIBOAAIIUX IyTei (6,8 %) u ronoBHast 601k (6,5 %).

B mectu ABOWHBIX CIENBIX KOHTPOJHUPYEMBIX KIMHHUYECKHX HCCIEAOBAaHUAX O€30MacHOCTU H
Bq)(beKTI/IBHOCTI/I, MPOBCACHHLBIX IJII OICHKU BJIIMAHUSA CAKCATJIUIITHHA HA KOHTPOJIb INIMKCMUH, 6I>IJ'II/I
pannoMu3upoBanbl 4148 nanuentoB ¢ CJ12, Bkimovast 3021 nanuenTa, NOJIy4aBIIMX CAKCATJIUIITHH.
B PAaHAOMU3UPOBAHHBIX KOHTPOJHUPYCMBIX HBOﬁHBIX CJICNIBIX KIMHHUYCCKHUX HCCICIOBAaHUAX
(Bxmtouast (¢azy pa3pabOTKH W TOCTPETUCTPAIMOHHOE MPUMEHEHHE) TEpaIri0 CaKCarJTHITHHOM
nonyuymiu 6onee 17000 maruentos ¢ C/12.

B o0benunenHom anHamm3e maHHbIX 1681 mamuenta ¢ C/[2, B Tom uwmciie 882 maIMeHTOB,
NMPpUHUMAaBIINX CAKCATI'JIUIITHUH 5 MI', KOTOPELIC 6I>I.HI/I PaHAOMU3UPOBAHLI B IIATH HBOﬁHBIX CJICIIBIX
M1a11e00-KOHTPOJIMPYEMBIX KIMHUYECKUX HCCIICIOBAHMIX 0€30MacHOCTH W A(PPEKTUBHOCTH IS
OIICHKHU BJIMSIHHUA CaAKCAIJIMIITUHA HAa KOHTPOJIb INIMKEMUH, 061_1_12151 JacCTOTa pa3sBUTHUSA HCIKCIATCIbHBIX
SIBJICHUH y TAIMEHTOB, MOJIYYaBIIMX CAKCATJIMOTHH 5 MTI, OblIa CXOXKEHW C 4acTOTOW B TpyMIe
HJIaI_IGGO. HperaH_IGHI/IG TCpalliu H3-3a HCIKCJIATCIbHBIX SIBJICHUU OTMEYaIu Jame y nanucHTOB,
MOJIy4aBIIUX CAKCATJIMIITUH 5 MT, 110 CPAaBHEHUIO C MallMeHTaMHU, MMoIy4yaBnMu 1ianebo (3,3 % mo
cpaBHeHuIO ¢ 1,8 %).

TaOnu4yHOE pe3roMe HEXKENAaTeIbHbIX DEAKIINNA

B Ta6nuie 1 npuBeneHbl HeKeNaTeIbHBIC PEAKIIUU, OTMEUEHHBIC Y >5 % MaIMeHTOB, MOTyYaBITUX
CaKCarfunTUH 5 MTI, ¥ ¢ OOJbIIeld 4acTOTOW, YeM B TpyMIe Iuianedo Wi OTMeueHHble y >2 %
MalHUEHTOB, MOJIYYaBIIUX CAKCATJIMOTHH 5 Mr, U Ha >1 % wyaille 1Mo CpaBHEHHUIO C MallUEHTaMH,
MOJIy4aBIIUMHU I1anie00 (JaHHblE OOBEOIUHEHHOTO aHajdu3a MATH HCCIeNOBAaHUN KOHTPOJIS
TJIMKEMHH, a TAKXKE JaHHBIC MCCIICAOBaHUA CTapTOBOﬁ KOM6I/IHaI_II/II/I C MGT(bOpMI/IHOM C aKTHUBHBIM
KOHTPOJIEM).

HexenarenbHble peakiMyu TPEJCTABICHBI IO CHCTEMHO-OPTaHHBIM KJaccaM W C yKa3aHHEeM
a0COMIOTHOW YacTOThl. YacToTa BO3HMKHOBEHHS HEKEIATCIBHBIX PEaKIMi IpEACTaBlicHa B
clenyroleld rpaganuu: odeHb yacto (>1/10), gacto (>1/100, HO <1/10), Hewacto (>1/1000, HO
<1/100), peaxo (=1/10000, Ho <1/1000), ouenp penko (<1/10000), wactoTa HeusBecTHa (Ha
OCHOBAaHUHU UMCIONIUXCS TAHHBIX OI[CHUTh HEBO3MOKHO).

Taoiuma 1. Yacrora HexeaareJbHbIX peakuuid (HP), orMedYeHHBIX B KIMHHYECKHX
HCCJIeIOBAHNSAX H MPU NOCTPEruCTPAUMOHHOM HAOII0eHNH, 110 CHCTEMHO-OPTaHHbIM KJIaccaM

YacToTa HeKeJIaTeJbHbIX peammii B 3ABUCHMOCTH OT CXCMbI JICYCHUSA
CaKCarjumIITHH B

HeskeaTe bHbIe MoHo- P —— CaKCarjivnTuH 1 Cakcarim- JIOTIOJTHEHNE K
peaxm Tepanus u NpOU3BOIHOC MITHH U MET(GOPMHHY U
caKcarJm- T e CyIbhOHHII- THA30JIH- MPOHU3BOTHOMY
IITHHOM MOYCBHHBI IUHIAOH Cyb(hOHMIT-
(TimbeHKIamMu) T
HapymieHnusi o CTOpOHbI MMMYHHOI CHCTEMBbI
Peaknun
THIICPUYBCTBUTCIIb| HEYACTO HE4YacCTo HE4YaCTO HE4YaCTO
nocru®’
AHadunakTa-
YCCKHUE pCaKIuu,
BKJIIOYas penKo penko penko penko
aHa(uIIaKTH-

yeckuii mok®’

Hapyumenusi MeTadoiu3Ma U NUTAHUS

I'unornukemus OueHb 4acTo’

Jucnununemus HEYacCTO
['unep- HEYacTo
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HapyumieHusi co CTOPOHBI HEPBHOM CHCTEMbI
["'onoBokpyxeHHe 4acTo 4acTo
I'onoBHas 6016 4acTo 4acTo 4acTo 4acTo
HapyuieHnusi o CTOpOHBI IbIXaTeJIbHOI CHCTEMbI, OPTaHOB IPY/IHOM KJIE€TKH H CPeI0CTEeHH s
Wndexnus
BEPXHHUX
BIXATENBHBIX 4acTo 4acTo 4acTo 4acTo
nyTen
Cunycur 4acTo 4acTo 4acTo 4acTo
Hazopapuarur 4acTo’
HapyueHnusi co CTOPOHBI 7KeJTYA0YHO-KHIIIEYHOT0 TPAKTA
l'actposuTeput 4acTo 4acTo 4acTo 4acTo
Bonb B xuBoTE’ 4acTo 4acTo 4acTo 4acTo
Juapes® 4acTo 4acTo 4acTo 4acTo
Jucnencus 4acTo
Merteopusm 4acTo
I'actpur 4acTo
TommoTa® 4acTo 4acTo 4acTo 4acTo
PBota 4acTo 4acTo 4acTo 4acTo
ITankpeaTut® HEYacTo HEYacTo HEYacTo HEYacTo
3arop® 4acToTa 4acToTa 4acToTa 4acToTa 4acToTa
HEU3BECTHA | HEU3BECTHA HEU3BECTHA HEU3BECTHA HEU3BECTHA
HapyuieHusi co CTOPOHBI KOKH M MOJAKOKHBIX TKAHEH
Coimp’ 4acTO 9acTo 4acTO
Hepmarut® HEYaCTO HEYacTo HEYaCTO HEYacTo
3yx’ HEYacTo HEYacTo HEYacTo HEYaCTO
Kpanupanmna® HEYacTo HEYacTo HEYacTo HEYacTo
AHTHOHEBpPOTHYE-
cxutil orex® penko peako peako peako
bynne3nsrit 4acToTa 4acToTa 4acToTa 4acToTa 4acToTa
l'Iqu)I/Il“OI/II[6 HEU3BECTHA HEU3BCECTHA HEU3BECTHA HEU3BECTHA HEU3BECTHA
HapymieHnusi O CTOPOHBI MbIIIEYHOH, KOCTHOH ¥ COeIMHUTEILHON TKAHU
Aprpanrus® HEYaCcTo
Muanrus’ 4acTo
Hapyuiennsi co cTOpOHBI NOYEK M MOUYEBBIBOASIIMX MYyTei
Nudexnus
MOYEBBIBOAAIIINX qacCcTo qacTo qacTo qacTo
nyTen
HapyuieHusi co CTOPOHBI PenPOAYKTHBHOM CHCTEMbI H MOJIOYHBIX 7KeJie3
OpeKTUIIbHAs
cyHKIs HEYacTo
OO0mue HAPYIIEHUS M PeAKIIUU B MeCTe BBeJeHN s
YToMIi1eMoCTh 4acTo HEYacTo 4acTo
Hepmbgféd;ewnn 4aCTO

! BkIroyaeT NpUMEHEHHE CaKCATJIMITHHA B JONOJHEHHE K MET(OPMUHY M CTAPTOBYI0 KOMOWHALMIO C

METGOPMUHOM.

2 ToNBKO IIPU CTAPTOBOM KOMOMHMPOBAHHOM TEPAITHH.
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THITOTJIMKEMUH HEYacTO OTMEYAICh B TPYIIAx JICUSHUsI cakcarmunTuHoM B fo3e 5 mr (0,8 %) u miane6o
(0,7 %).

“Yacrora passurus auapeu cocraswia 4,1 % (36/882) B rpymme cakcarnuntuna 5 mr u 6,1 % (49/799) B
rpymie mianeoo.

3 TIpu cTapTOBOI KOMOMHAIMY ¢ MET(OPMHUHOM MMAITHS OTMEYAIACh HEYACTO.
¢ HexenaTesbHbIE PEAKIIMU OTMEUYEHBI IPH MOCTPErHCTPALMOHHOM HAOIIOACHHH.
7Cwm. paspensi 4.3 u 4.4.

8 Takke OTMEUEHO NPH MOCTPErUCTPAIIMOHHOM HaboAeH!H (CM. paszen 4.4).

PesyabTaTtel nccaegosanng SAVOR

B nccnenoanun SAVOR 8240 nanueHTOB NoJlydaind CaKCArJIMITHH 5 M WK 2,5 MI OJIMH pa3 B
cyTku, a 8173 manmenTa monydanu turame6o. OOmIast yactoTa HEXKENaTeIbHBIX SIBICHUH B ATOM
WCCJICIOBAaHUH B TPYIIE MAIMEHTOB, MOMYYaBIINX CAKCATJIMIITHH, OblJIa CXOJHON C YacTOTOW B
rpynne miane6o (72,5 % npotus 72,2 %, COOTBETCTBEHHO).

YacToTa naHKpeaTuTa, HOJATBEPKACHHOTO B COOTBETCTBUHU C MPOTOKOJIOM UCCIIEI0BaHUs, COCTaBUIa
0,3 % B rpymnmax cakcarjunTHHa U IUlane0o B MOMYJSIMM B COOTBETCTBHU C HA3HAYCHHBIM
JICYCHUEM.

Yacrtora peakuuii THIEPUYBCTBUTEIBHOCTH cocTaBuia 1,1 % Kak y NanMeHTOB, MOJy4YaBIIUX
CaKCarjluiTuH, TaK U 'y NallUCHTOB, IMOJIy4YaBIINX nnaue6o.

OO11as yacToTa ciydyaeB HIOTIMKEMUH (OTMEUEHHBIX B JHEBHUKAX MallMeHTOB) cocTaBuina 17,1 %
y MalUEeHTOB, MMOJIyYaBIIUX cakcarmTunTHH U 14,8 % y manuenToB, moayyaBIux mianeoo.

Jlonsi TaIMeHTOB, Yy KOTOPHIX Ha (OHE JICUCHHS OTMEYCHBI CIIy4au TSDKEJIOH THITOTIMKEMHU
(TUTIOTTIMKEMUH, TOTPEOOBABIIIEH MOMOIITY TPETHUX JIUIT), ObLlIa OOJIBIIE B TPYIINE CAKCATIIUITTHHA 110
cpaBHeHUIO ¢ rpynmoi mianedo (2,1 % u 1,6 %, coorBercTBeHHO). IlOBBIIEHHBIN pHUCK
TUMOTJIMKEMHH B IIEJIOM M TSDKETIOW TUIOTIIMKEMHUH B TPYIIE CAKCATIMIITUHA, TJIABHBIM 00pa3oM,
OTMEYEH y TMAalUeHTOB, WCXOJHO IOJyYaBIIMX IPOU3BOAHBIC CYJIb(OHWIMOYEBUHBI, HO HE Yy
MAIMEHTOB, UCXOHO IMOJYYaBIINX MOHOTEPANUIO UHCYJIUHOM WM MeTGOpMUHOM. [TOBBIIICHHBIIH
PHICK TUTIOTJIMKEMUH B IIEJIOM H TSDKEJIOW TMITOTIIMKEMHH, TIIaBHBIM 00pa30oM, OTMEYEH Y MAIlMeHTOB
C MCXOJIHBIM 3Ha4Y€HUEM TIUKupoBaHHOTO remornoduna (HbAlc) <7 %.

CHmxenne yucia tuMporutoB otMeueHo y 0,5 % manueHToB, MOMyYaBIIMX CAKCATJIUITUH, U Y
0,4 % manKMeHToB, MOTYYaBIINX TIAIE00.

lNocnuTanu3anust Mo MOBOAY CEpACYHOM HEIOCTATOYHOCTH OTMedajlach Oojee 4acTo B TpyIIe
cakcarnuntuHa (3,5 %) 1o cpaBHEeHUIO ¢ rpynmoi rianedo (2,8 %) ¢ HOMUHAIBHOM CTaTUCTHYECKON
3HAYUMOCTBIO B MOJB3Y I1ane0o (oTHocuTenbHbIi puck [OP] 1,27; 95 % noBepuTenbHbIN HHTEPBAT
[AN] 1,07, 1,51; p=0,007). Cm. Taxxe paznen 5.1.

Onucanue OTAEILHEIX HEXKETaTEIbHBIX PEAKIIUNI

T unoenuxemus

CBefieHHs O TUIOIIMKEMHMHM KakK HEXKeJaTelnbHOM peakuuu ObUIM cOoOpaHbl Ha OCHOBE BCEX
COOOIICHUH O THUIOIIIMKEMUHU; HE TPeOOBAIOCH COMYTCTBYIOLIEE HM3MEpPEHHE KOHIEHTpAIUU
[JIFOKO3BI.

[Tpy mprMeHEeHUU CakKCariuITHHA B JOMOJIHEHHE K KOMOWHHUPOBAHHON Tepanuu METHOPMUHOM H
MIPOM3BOJIHBIM CYJIb(OHUIMOYEBUHBI 00111asi YaCTOTa Pa3BUTHUS rUnoriMkemMun coctasmia 10,1 % B
rpyImIe cakcariunTiuHa 5 Mr u 6,3 % B rpymie miamneoo.
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yacToTa pa3BUTHUs TUIOrIMKeMuu coctaBuwia 18,4 % B rpynme cakcariuntuHa 5 mMr u 19,9 % B
rpy1ie miamneoo.

Jlabopamopnvie u uncmpymenmanbHvle UCC1e008aHUs

B KIMHMYECKHMX HCCIENOBAaHUSAX YAacTOTa HEXKeNaTeldbHbIX SBJICHUM B BHJAE W3MEHEHUH
na0opaTOpHBIX TNOKa3aTeneld Obula CXOXKEH y MalMeHTOB, MOJY4YaBIIMX CAKCArJWNTHH 5 MT, U Y
MalMeHTOB, TOJy4aBmMX Iuiane6o. HaOmrogamock HeOOMbIIOE CHUXKEHUE a0CONIOTHOTO YHCiIa
mumdorutoB. [lpy aHanuze oOBEAMHEHHBIX TAHHBIX IUIANE00-KOHTPOIUPYEMBIX HCCIEIO0BAHHM
OTMEUYEHO Cpe/iHee CHMKeHue MpuMepHo Ha 100 KIeTOK/MKI aOCONIOTHOrO Yncia JUMQPOLUTOB OT
UCX0aHOTro cpeaHero uyncna 2200 KIeTOK/MKJI IPH TPUMEHEHUH CAKCATJIMIITHHA 5 MT 110 CPABHEHHUIO
¢ turanie6o. CpegHee abCOMIOTHOE YHUCIIO JIMMQOIMTOB OCTABAIOCh CTAOMIBHBIM TP €KETHEBHOM
NPUMEHEHHH TIpernapara MnpoJoKUTeNbHOCTRIO 10 102 Henens. CHIDKEHHE Ynciia TUMQOIUTOB HE
COIIPOBOKAATIOCH KIIMHUYECKU 3HAaYMMbBIMM HEXKEJIaTeJIbHBIMU peakiusaMu. KimHuueckoe 3HaueHHUe
CHIDKEHHSI YKcIia TUMQOIUTOB M0 CPAaBHEHHIO C TPYIIION T1anebo HEU3BECTHO.

COO6I.HGHI/IG 0 IMOA03PEBACMBIX HEXKECIATCIbHBIX PCAKIINAX

BaxHo coolmiathe 0 mogo3peBaeMbIX HEKENATENbHBIX PEAKLUAX MOCIe PEerucTpaluy Ipenapara ¢
eNbI0 00ecTedeH sl HeTIPEPHIBHOIO MOHUTOPUHTA COOTHOILICHUS «II0JIb3a—PHCK» JIEKaPCTBEHHOTO
npernapara. MeIuIIMHCKUM paOOTHHUKAM PEKOMEHAYETCs COoOoO0IIaTh O JIOOBIX MOA03pPEBaCMBbIX
HE)KENaTeIbHBIX PEaKIMAX JIGKAPCTBEHHOTO MIpenapara 4epe3 HallMOHAIbHbBIE CUCTEMBI COOOIICHHS
0 HEXKENATEeNbHBIX PEaKIHUAX TOCYIapCTB-wWIeHOB EBpa3suiickoro 3kOHOMHYECKOT0 COI03a.

Poccuiickas @enepanus

denepanbHas ciryx0a 1o Haa30py B cdepe 3ApaBOOXpaHECHUS
Anpec: 109012, Mocksa, CrnaBsiHCKas miomans, 1. 4, ctp. 1
Tenedon: +7 800 550 99 03

DnekTpoHHas moura: pharm@roszdravnadzor.gov.ru uiu npr@roszdravnadzor.gov.ru
Caiit: https://www.roszdravnadzor.gov.ru

Pecry6nuka benapych

VII «lleHTp 2KCnepTu3 U UCIBITAHUM B 3PaBOOXPAHCHUN
Anpec: 220037, r. MuHck, nep. ToBapuieckuii, 2a
Tenedon: +375 (17) 242-00-29

®akc: +375 (17) 242-00-29

OnexkTpoHHas noyra: repl@rceth.by

Caitr: https//www.rceth.by

Pecrrybnuka Kazaxcran

PI'TI na TIXB «HaumonanbHbiii LleHTp »KCHEpTU3blI JIEKAPCTBEHHBIX CPEICTB U MEIULMHCKHUX
m3nenuity  Komurera MemumMHCKOro ¥ (apMameBTUYECKOro KOHTPOJs ~MUHHUCTEpCTBa
3napaBooxpanenus Pecnybnuku Kazaxcran

Anpec: 010000, paiion baiikonslp, . Actana, yia. A. ImanoBa, 1. 13, BLl «Hypcayner 2»
Tenedon: +7 (7172) 235-135
OnexrponHas noura: farm@dari.kz

Caitr: http://www.ndda.kz
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Kesiprezckas PecyOnuka

JlemapraMeHT JICKapCTBEHHBIX CPEACTB W MEIULMHCKUX U3AeIud npu  MuHHCTEpCTBE
3npaBooxpanenusi Keiprei3ckoii PecyOmiku

Anpec: 720044, Uyiickas o0nacts, r. bumkek, yi. 3-1 Jlunus, 25
Tenedon: +996 (312) 21-92-86

OnexrponHas noyra: vigilance@dlsmi.kg

Caitr: https://www.dlsmi.kg

Pecniy6niuka ApmeHust

I'HKO «lleHTp 3KCnIepTU3bI JEKAPCTB U MEAUIIUHCKUX TEXHOJIOTUI»
Anpec: 0051, r. EpeBan, np. Komuraca 49/5

Tenedomnsr: (+374 10) 20-05-05, (+374 96) 22-05-05

OnexkTpoHHas noyra: vigilance@pharm.am

Caitr: http://pharm.am
4.9. Ilepeno3npoBka

CUMIOTOMBI

CUMNTOMOB MHTOKCHKAIIMM HE OMUCAHO MPU AJUTEIHLHOM IpHEMe Ipenapara B ao3ax, 10 80 pas
MPEBBIIIAIOIINX PEKOMEHIOBaHHbIE.

Jleuenue

B ciydae mepeo3upoBKH ClIeyeT MPUMEHITh CUMIITOMATHIECKY 0 Tepanuio. CakCarjMITHH U ero
OCHOBHOI>'I MeTa6OJII/IT BBIBOJATCA U3 opraHmMa HpI/I IIOMOIIIK reMoanajini3a (CKOpOCTB BBIBCIICHUA .
23 % nmo3bl 3a 4 gaca).

5. DAPMAKOJIOT'MYECKUE CBOMCTBA
5.1. ®apmakoaMHaAMH4YeCKHEe CBOMCTBA

dapmakoTepaneBTHUECKass  Tpylma:  CpeAcTBa s JICYEHUS  caxapHoro  juabera;

THIIOTTIMKEMHUYCCKUE CpCACTBA, KpPOME HHCYJIHWHOB, I/IHFI/I6I/ITOpBI HHHGHTHI{HJ’IHCHTHI{&BBI-‘I-
(JITITT-4).

Kong ATX: A10BHO3.

MexanusMm aeiicteus U hapMakoauHamMuueckue 3O GEKThI

CakcarlunTiH — MOIIHBIA CEJNeKTHUBHBIA 00paTHMbIH KOHKYpeHTHbIM wuHTrHOuTOop JIIII-4. V
narueHToB ¢ CJI2 mpueM cakcaraunTHHA TPUBOAUT K TIOJABICHHIO AKTUBHOCTH (epMeHTa
NIII1-4 B Teuenue 24 4. [locne mpuema riroko3bl BHYTph uMHTHOUpoBanue [I1I1-4 mpuBoaut k
2-3 KpaTHOMY YBEIWYCHHIO KOHIIEHTpaluu TiokaroHomnompoOoHoro mnentunpa-1 (['TII-1) wu
[JII0K0303aBUCUMOr0 MHCyIHHOTpornHoro mnonunentuna (I'MII), ymeHblIeHHIO KOHILIEHTpAIUU
TJIIOKaroHa W YCHJICHHIO TIIOKO303aBUCHMON OTBETHOW peakiuu OeTa-KJIETOK, YTO MPHBOIUT K
MOBBIIIECHUIO KOHIEHTpaluuu uHcynuHa u C-nentuaa. BeicBoOokaeHNe UHCYIMHA OeTa-KIeTKaMH
MO/DKEYAOYHOW Kelle3bl M CHUIKEHHE BBICBOOOXKICHHUS TIIOKaroHa W3 IMaHKPEaTHYECKUX
anb(a-KJIETOK MPUBOJUT K CHUYKEHUIO TIMKEMUU HAaTOU[aK U MOCTIPAHIUAIbHON TIIMKEMUU.
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COOTBETCTEYET 3Kl
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(nocneno Ei.-i.TEJ;I EHOCTE 0001)

MY OTUETY

Kimmanueckast 3dbdhekTUBHOCTE M 0€30I1aCHOCTE

B HBOﬁHBIX CJICHBIX PAHIOMHU3UPOBAHHBIX KOHTPOJUPYCMBIX KIMHUYCCKUX HCCICAOBAHUAX
Tepanuio cakcarJunTuaHoM noxydanu 6onee 17 000 mamuenTos ¢ CJ12.

Tnuxemuueckuii KOHMpOJlb

D dekTHBHOCTh M 6€30MaCHOCTh MPUMEHEHHS CaKCcarIunTHHA B 103ax 2,5 mr, S mr u 10 mr 1 pa3 B
CYTKH M3y4Y€HBI B IIECTU JTBOMHBIX CIICTBIX IMJIAIe00-KOHTPOIUPYEMBIX UCCIICOBAHUSX C YIaCTUEM
4148 manuenrtos ¢ C/12. [TpueM npenapata cOnpoBOKAAICT CTATUCTUYECKU 3HAYUMBIM YJyUIIICHUEM
nokazareneit HbAlc, rimoko3sl minazmel kpoBu Hatommak (I'TIH) u moctnpanauanbHON TIFOKO3BI
(TIII") mma3Mbl KPOBHU MO CPABHEHHUIO C KOHTPOJIEM.

CakcarmunTuH U3y4aid B BUJe MOHOTEpAMK U B KOMOUHAIMH ¢ MET(HOPMHHOM, TNTMOCHKIAMHJIOM,
THUA30JUAUHINOHAMH, WHTUOMTOPOM HATPUH-3aBUCHMOrO IEPEHOCUUKA TJIOKO3bl 2 THUIA WIH
uHCynuHOM. Ilpu mpueme cakcariaunTuHa B o3¢ 5 Mr cHwkeHne HbAlc Opuio oTmeueHo uepes
4 nenenu u ['TIH — yepe3 2 negenm.

B rpynme manueHTOB, TMOMYYaBIIMX CAKCATIUNTHH B KOMOMHAIIMM C MET(HOPMHUHOM,
MIMOCHKIIaMHUIOM WM THA30JUIUHANOHaMH, CHIbKeHHe HbA 1¢ Taxke oTMeuanoch uepes 4 Henenn
u I'TIH — uepe3 2 Hepenu.

B uccrnenoBanun KOMOMHHUPOBAHHON TEpanuU CAKCATJIUNTHHOM M HHCYJIMHOM (B TOM 4YHCIIE, B
KoOMOHMHaImu ¢ MeThOpMUHOM) ¢ yuactreM 455 naruerTos ¢ C/12 mpoeMOHCTPUPOBAHO 3HAYUMOE
camxkenne HbAlc u III" mo cpaBHEHHIO € T1a11€00.

B wuccnenoBaHuu TepanuM CaKCarJIMOTHHOM B KOMOMHAIMKM C MET(GOPMUHOM U IMPOU3BOJHBIMU
cynb(poHMIMOYEBHUHBI C YyuyactueM 257 manueHtoB ¢ CJI2 MpoaeMOHCTPUPOBAHO 3HAYMMOE
camwkenne HbAlc u IIIII' mo cpaBHeHuio ¢ 1wianebo0 B KOMOMHAIMH C METGOPMHHOM U
MIPOU3BOIHBIMHU CYJIb(OHUIMOYEBUHBI.

B wuccnenopanmm ¢ yuactuem 315 mammentoB ¢ CJ/I2 pmoOaBieHuMe cakcariunTHHA K
KOMOWHHMPOBAHHOW Tepanuu Janariu@io3uHOM (MHTHOUTOP HATPHU-3aBUCHMOTO TEPEHOCUHKa
TJIIOKO3bI 2 TUNa) U MET(GOPMUHOM 00ECIeUMBAIO CTATUCTHMYECKH 3HAYMMO OOJIblIee CHHIKEHHE
HbAlc no cpaBHenuto ¢ gobaBieHueM rianedo Kk ganarmuduosnHy u Mergopmuny. B mpyrom
uccnenoBaHuy ¢ ydactueM 534 manueHtoB ¢ C/12 mpoaeMOHCTPUPOBAHO 3HAYUTENHHO OoJiblIee
cumkenne HbAlIc npu mnpumMeHeHMHM cakcarJunTHHA M Janariu@io3rHa B JONOJHEHHE K
MeT(OPMHUHY TIO CPABHEHHUIO C CAKCATIMITHHOM W Iarne0o wiM nanarau@Io3uHOM U mianedo B
JIOTIOJIHEHHE K MEeT(HOPMHUHY .

BnusiHue cakcarnmuntaHa Ha JTUNUAHBIA TPOQHIb CXOTHO C TaKOBBIM Iutane6o. Ha ¢oune tepanuun
CaKCarJIMINTUHOM HE OTMEYEHO YBEJIMYEHU MACChI Tea.

B mpsMoM cpaBHUTENPHOM HCCIeOBaHMM ¢ ydacTueM 858 manumentoB ¢ CJZ2 nobGaBnenue
CaKcarfunTUHa 5 Mr K MeT(OpMHUHY 10 CPAaBHEHHUIO C J00ABJICHHWEM TIUIMU3UIA K METQOPMHUHY
MIPOJEMOHCTPHUPOBAJIO cpaBHUMOE cHIbKeHne HbAlc, oqHako ObUIO aCCOIMMPOBAHO C IOCTOBEPHO
MEHBIINM YHUCIIOM 3IHU30/10B TUITOTIUKEeMUH — 3 % cilydaeB Mo cpaBHEHUIO ¢ 36,3 % rpu qo6aBieHnn
VIMMNHW3KIA, a TaKK€ OTCYTCTBHE YBEJIIMUEHHUS MAcCChl Tejla y MAlMEeHTOB, MOJYYaIolIUX TEepParuio
cakcarmunTaHOM (-1,1 KT OT MCXOZHOTO YpPOBHSI B TpYIINIE CakcaraumnTuHa, +1,1 Kr B rpymme
rinu3uga). K 104 nenene tepanuu, o MeHbIIed Mepe, OJIMH SIU30 TUIIOTIIMKEMUHN BO3HUK Y 3,5 %
MalMeHTOB B TpYIIe cakcariunTtuHa U MmerdopmuHa, u y 38,4 % B rpynmne riaunusuia u
MeT(hOpMHHA; M3MEHEHHE MAaCChl Tella OT HMCXOJHOTO YpOBHsS cocraBuio -1,5 kr m +1,3 kr,
COOTBETCTBEHHO.

Cepoeuno-cocyoucmoie ucxoowvl

B uccnenoBannn SAVOR Obuti H3y4eHBI CEPACIHO-COCYIUCTHIE UcX0bl y 16 492 manmentos ¢ C/12
(12959 nanmMeHTOB C MOATBEPKACHHBIMU CEPAEYHO-cOCyAMCThIMU 3aboneBanusiMu  (CC3),
3533 manmMeHTa ¢ MHOXKECTBEHHBIMH (DAKTOpaMH pHCKA CEPACUYHO-COCYIUCTHIX OCIIOKHEHUHN) H
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sHaueHusamu 6,5 % < HbAlc < 12 %. IlanueHTs ObUIM pa'rﬂfo'mrﬂz%&ﬁﬂ_@_l ] ':"rlbgl_ﬁ'rf;laf: I',ZI[]'I:ISI

Tepanmuu cakcarmunTuHoM (8280 marueHToB) MM Tuianebo (8212 manueHTOB) B AOIMOJIHEHUE K
CTaHJIApPTHOM Ui KaXKJOTrO0 pEerruoHa Tepanuy, HANpaBI€HHOW HAa KOHTPOJIb TJIUKHPOBAHHOIO
reMOorjIo0nHa U (PaKTOPOB CEPACYHO-COCYUCTOTO PUCKA.

Bbuto TOKa3aHO, YTO CAKCATJHMITHH HE YBEIMYHBAET PUCK CEPIECYHO-COCYAMCTBIX OCIOKHEHHU
(trakux kak cmeptb oT CC3, HedartanpHbli WHGAPKT MUOKapaa, HedaTaTbHBIH HIIEMUYECKUN
WHCYJBT) 10 CPAaBHEHUIO ¢ IIanedo mpu A00aBleHUU K cTaHmapTHo 6azoBoii tepanuu (OP 1,00;
95 % 111 0,89, 1,12).

Taroke OBIIO MMOKA3aHO, YTO J00ABIICHHE CAKCATJIUIITHHA K 0a30BOM Tepanvy HE YBEITUYUBACT PUCK
KOMOWHUPOBAaHHON KOHEYHOM TOYKH, BKJIIOUaBIIel B cedst cMepTh oT CC3, HedaTanbHbll HHPAPKT
MHUOKap/aa, HehaTalbHBIA HMINEMHYECKUH WHCYIBT, TOCHUTAIU3AIMIO IO TIOBOAY XPOHHYECKOU
CepACYHON HEIOCTATOYHOCTH, HECTAOMJILHOM CTEHOKApAMU WM PEBACKYJSPU3ALUU KOPOHAPHBIX
aprepuii, mo cpaBHeHuto ¢ rianedo (OP 1,02; 95 % AU 0,94, 1,11). OGmast cMepTHOCTH ObLIa
COIOCTaBUMOM B Tpynmax cakcarnunrtuHa u miarebo (OP 1,11; 95 % A1 0,96, 1,27).

B uccrnenoBanuu 66110 OTMEUEHO YBEIMUYEHUE YACTOTHI TOCHUTAIU3AIMU 10 TIOBOJY XPOHUYECKOM
CepJICYHON HENOCTATOYHOCTH B Tpymme cakcaruntuHa (3,5 %, 289 manueHToB) o CpaBHEHUIO C
rpynnoi miane6o (2,8 %, 228 nanueHToB) ¢ HOMUHAIBHON CTATUCTUYECKOM 3HAUUMOCTBIO (TO €CTh
0e3 BBIMOJTHECHHSI MOMIPABKH JISI MHOXKECTBEHHBIX KOHEeUHBIX Touek) (OP 1,27; 95 % AU 1,07, 1,51;
p=0,007). Y manueHToB ¢ XpOHUYECKON CEPACUHON HETOCTATOYHOCTHIO MIJIM HapyIIeHHEM (PyHKITUN
MOYEK, TMOJYYaBIIMX CAKCATJIMIITHH, HE OBLJIO OTMEYEHO OoJiee BBICOKOW YacCTOTHI TMEPBHYHON
KOHEYHON TOYKH, BTOPHUYHONH KOHEYHOM TOYKH M OOIIEH CMEPTHOCTH IO CPABHEHHUIO C TPYIIOi
mIaneoo.

B rpynme cakcarmuntiHa auHamuka 3HadeHHs HbAlc Oblma mocTtoBepHO OoJiee BBIPKCHHOM, a
MPOLIEHT MAIIMEHTOB, JOCTUTTIINX IieJeBoro 3HaueHuss HbAlc, ObL1 BhINIE, 4eM B TpymIe mianedo.
[Tpu 5TOM MHTEHCH(HKAIMS TUTIOTIIMKEMUYECKON Tepanuy WiId A00aBJICHHE WHCYJIMHA B TPYIIIe
CaKCarJIMIiThHa HOTpe6OBa.HI/ICB SHAYUTCIBHO MCHBLIICMY KOJMYCCTBY HNAMUCHTOB, YCM B TI'PYIIIC
wiare0o.

5.2 dapmakoKHMHeTHYECKHE CBOIICTBA

Y mnammentoB ¢ CJI2 w y 300pOBBIX JOOpPOBOJIBIICB OTMEUEHBI CXOJHBIC TapaMeTphl
(apMaKOKMHETUKH CaKCarjJuNTHHA U €r0 OCHOBHOTO METa0OIHTA.

AOGcopOrus

CakcarmunTtuH ObIcTpo aOcopOupyeTcst Tocie MpHeMa BHYTPh HATOMIAK C JIOCTHXKCHHEM
MaKCHMaJIbHOM KOHIIEHTPAIMH CaKCAarJIMIITHHA U OCHOBHOTO MeTabonuTa B miia3Me (Cmax ) B TEUCHHE
2 4 u 4 4, COOTBETCTBEHHO. llpm yBemMYEHUM MO3bl CaKCATJMITHHA OBUIO OTMEUEHO
NponopruoHanbHoe yBeaudeHue Cmax W BenmuuHbl AUC cakcariunTuHa W €ro OCHOBHOIO
MeTa0OoJUTa, MPONOPLHUOHATIBHOCTh J103¢ Habmoganach BIIOTh 10 A03b1 400 wmr. Ilocne
OJIHOKPATHOTO MpHEMa CaKCarJIUIITHHA BHYTPb B JJ03€ 5 MI 3J0POBBIMU JOOPOBOJIbLIAMU CpEHUE
3naueHus AUC cakcariunTiuHa U €ro OCHOBHOI'O METa00IMTa COCTaBUIN 78 HrXu/mi u 214 Hrxu/mi,
a 3HadeHUs] Cmax B Tutasme — 24 ur/mn u 47 ur/miu, coorBercTBeHHO. KoaddurmeHTs
BHYTPUUHIUBHyanbHON BapruadenbHOCTU Cmax 1 AUC cakcarnuntisa Obuu Menee 12 %.

Nurn6uposanue aktuBHoctu JI1I1-4 B ma3me B TedueHue, 1Mo KpailHel Mepe, 24 4 1mocie npueMa

CaKCarJIMITHHA OOYCIIOBIIEHO €ro BBICOKOW AaKTHBHOCTBIO, BBICOKUM cpoactBoM Kk JII-4 u
JUIATEIbHBIM CBSA3BIBAHUEM C HUM.

Bzaumooeticmesue ¢ nuwetl

[Iprem nuImM oka3bIBajl OTHOCUTEIHLHO YMEPEHHOE BIUSHNE Ha (papMaKOKHMHETUKY CaKCarjJunTHHA
Y 3I0pOBBIX T0OpOBOMBIEB. [IprieM MUK C BEICOKHM COJIEP>KaHUEM KUPOB HE OKA3bIBAI BIUSHHUS
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Ha Cmax cakcarnuntuHa, Torna kak AUC yBennuupaiach H'::[l 57%%6‘%5%?1"%'0 Trfbhl:e:llvll 1{/1

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Hatomak. Bpems noctmkeHus Cmax (Tmax) A cakcaraunTHHA yBEIMYUBAIOCH TPUOIM3UTEILHO HA
0,5 4 nmpu npueme npenapara BMECTE C MHUILEH MO CPAaBHEHUIO C TpUEeMOM HaTolak. OIHaKoO 3TH
M3MEHEHUS HEe CUYUTAIOTCS KIMHUYECKU 3HAYMMBIMHU.

Pacopenenenune

CBs3bIBaHME CAaKCArJUITHHA U €r0 OCHOBHOTO MeTaboyinTa ¢ OeJIKaMU CHIBOPOTKH KPOBH in Vitro
HE3HAYUTENIBHO, TOITOMY HE OXKHIACTCS, YTO N3MEHEHHSI OEIKOBOTO COCTaBa KPOBH, OTMEYAIOIINECS
IIPU pa3IM4YHbIX 3a00JIeBaHUAX (HApuMep, NpU HapyIIEHUIX (PYHKIUU MOYEK WIN MeYeHH), OyIyT
BJIMATH HAa paclipe/ieJICHNe CaKCariIuIITHHA.

Buorpauchopmariust

CakcarmunTuH MeTabonu3upyeTcsl TiaBHBIM obOpazoM mpu ydactuu uzodepmentoB CYP3A4/5.
OcHOBHOM MeTa6OJII/IT CaKCarjJIMmiThuHa TakKE ABJIACTCA CCICKTUBHBIM, 06paTI/IMI>IM, KOHKYPCHTHBIM
naruouTopom JII1I1-4, koTopslii B 1Ba pa3a cinabee cakcariuITHHA.

ONUMMUHALIMSA

Cpenuuii KoHeUHBIN Tiepuo moayBbiBeaeHus (T1/2) cakcarnmunTiHa U €ro OCHOBHOTO MeTaboIuTa
coctaBui 2,5 4 3,1 4, COOTBETCTBEHHO, a cpeHss BenuunHa T1/2 narubuposanus JAI1I1-4 nna3zmel
— 26,9 4. CakcariaunTiH BBIBOJUTCS C MOUYOH U € xemdbto. [locne omHokpaTHOrO nipueMa 10361 S0 Mr
MeueHHOTO 14C-cakcarnuntuHa 24 % 103bl BBIBOJWJIUCH TOYKAMU B BHJIE HEU3MEHEHHOTO
cakcarmunTuHa ¥ 36 % — B B OCHOBHOTO MeTabouTa cakcarmunTiuHa. O01ias paInoakTUBHOCTD,
oOHapy>keHHass B MOY€, COOTBETCTBOBaia 75 % mpuUHATON N103bI mpenapara. CpenHuil moyeuHbId
KJIUpeHC cakcaraunTuHa (mpumepHo 230 mur/MuH) OBUT BBIIIE CPEIHEH PacYeTHOW CKOPOCTH
KITyOouKkoBO# (punbTpanuu (mpumepHo 120 MiI/MUH), 9TO CBUAETEIBCTBYET O HEKOTOPOH aKTUBHOU
MOYeYHOU HSKCKperuu. i1 OCHOBHOrO MeTaboiHMTa MOYEHHBIH KIUPEHC OBLI COMOCTaBUM CO
CKOPOCTBIO KTy00ukoBO# umbTpammu. Okoo 22 % ob1ieil paAnoakTUBHOCTH ObLTO OOHAPYIKEHO B
dekanusax, 4yTo MmpeAcTaBisieT co00il 4acTh 03Bl CAaKCATJIMIITUHA, KOTOPAsk BBHIBOJUTCS C KEIYBIO,
W/WIIM 4acTh HEaOCOPOMPOBAHHOTO U3 JKEITyI0YHO-KUIIEYHOT'O TPAKTa Mpernapara.

JIMHENHOCTE/HEIMHEHHOCTD

Cmax 1 AUC cakcarimuntiaHa v €ro OCHOBHOTO METa00JIuTa yBEIMYUBAIMCH TPONOPIIMOHAIBLHO 03¢
cakcarnunTuHa. [Ipy moBTOpHOM NpUMEHEHNH Npenapara OJJuH pa3 B CyTKH B JII0O0H 103UPOBKE HE
HaOII0AaTI0Ch 3aMETHOM KYMYJISIIIUM CaKCarJUNTHHA WIM €ro OCHOBHOro Mertabonuta. He Oblio
BBISIBJICHO 3aBUCUMOCTH KJIIMPEHCA CAKCATJIMITHHA U €T0 OCHOBHOT'O METa00IMTa OT JJ03bI U BpEMEHU
IIpY IPUMEHEHUH CaKCarjMINTHHA OAMH Pa3 B CyTKHU B J03ax oT 2,5 Mr 10 400 Mr Ha IpoTsSKEHUU
14 nuen.

Oco0ble rpynibl MalueHTOB

Toueunas neoocmamounocme

OTKpbITOE UCCIIEIOBAaHUE CAKCATTIMITHHA B OJJHOKPATHOM nepopaiibHoi 103e 10 Mr ObLI10 MPOBEACHO
11 U3y4eHUsl ero (PapMaKOKMHETHKH y MALMEHTOB C Pa3JIMYHON CTENEHBIO TSHKECTH XPOHUUYECKOTO
HapyleHus: (QyHKIMM MOYeK B CPaBHEHUM C MAlMEHTaMU C HOpPMajbHOH (yHKIMeld moyek. B
UCClIeIoBaHNE ObUIM BKJIKOYEHbl MNAIMEHThl C HapyIIEHUSAIMH (QYHKIMM IOYeK, KOTOphble Ha
OCHOBAHMHU KJIMPEHCAa KpeaTHHHMHA OBLIM KIacCH(UIIMPOBAHBI KaK HApyIICHUS JIETKOH CTENeHU
(mpubmmsurensHas pCK® >45 1o <90 mn/mun/1,73 m?), cpenneii crenenu (mpubmmsurensHas pCKd
>30 go <45 wmu/mun/1,73 M%) wuom  Taxenoit  cremenu  (mpuOmusuTenbHas —pCK®
<30 ma/mun/1,73 Mz), a TakKe MalUeHTHl C TEPMUHAIBHOM CTauel MOYCUHON HEIOCTAaTOYHOCTH,
HaxoJsIIMecs Ha TEMOANAIIU3E.

Crenenp HapymieHHs (QYHKIUW Touek He Biusia Ha Cmax CaKCArJWUINTHHA WIA €0 OCHOBHOTO
MeTa0oNuTa. Y MAIMeHTOB C HapyIIeHHeM (pyHKIIUHM OYeK JIETKOM cTeneHu cpennue 3Hauenus AUC
CaKCarJuNTHHA U €r0 OCHOBHOTO METa0oJIMTa ObUTH COOTBETCTBEHHO B 1,2 m 1,7 pa3a Bbllie, 4eM
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cpeanue 3HaueHuss AUC y manueHToB ¢ HOpMasibHOH (b\};I-IIEH:I/Igng';OEIEII EHEH(OII‘L % Ta|r1'<1)'e

MOBBIIICHUE 3HAYEHUS HE SIBJISAECTCA KIMHUYECKHM 3HAYMMBIM, KOPPEKIUHU J03bl y MAIMEHTOB C
HapyluleHreM (YHKIMHN OYEK JIETKOU CTeTeH! He TpedyeTcs. Y MalueHTOB C HapyIIeHHeM (PYHKIINH
IIOYEK CPEJHEH WIM TSDKEIOW CTEIEHU, a TAK)KE y NMAlUEHTOB C TEPMUHAIBHON CTAIUEH IIOYEYHOMU
HEJIOCTATOYHOCTH, HaXOAIINXCS Ha reMoanannse, 3HaueHuss AUC cakcaraunTuHa U €ro OCHOBHOTO
MeTabonuta ObUTH COOTBETCTBEHHO B 2,1 u 4,5 pasa Beime, yem 3HaueHus AUC y manueHToB ¢
HOPMaJIbHOU (DYHKITHEH TTOUeK.

Ileuenounas neoocmamounocmes

VY mnarueHToB ¢ HapymieHHeM GyHKIUM TiedeHu Jerkoil (kimacce A mo Yainn-Ilero), cpenneit
(xmacc B mo Yaiina-ITet0) u Tsixemnoii crenenu (kinacc C mo Yaina-I1s10) SKCIo3uIys cakcarinumnTHHA
Oblma cooTBercTBeHHO B 1,1, 1,4 u 1,8 pa3a BeIlIe, a SKCMO3UIMSI OCHOBHOTO MeTaboiuTa OblLia
cooTBEeTCTBEHHO Ha 22 %, 7 % u 33 % HuxKe, 4eM Yy 37J0POBBIX 10OPOBOJIBLIEB.

J]uua noosicus10co so3pacma

VY noxuneix nanueHToB (65—80 net) 3nauenne AUC cakcarnuntruHa Opu10 mpuMepHo Ha 60 % BbIIIIe,
YeM y MarueHToB Moiyioforo Bo3pacta (18—40 mer). D10 He cumTaeTcs KIMHWYECKH 3HAYHUMBIM,
nosToMmy koppekuuu no3el npenapara Cakcarmuntud [ICK Tonpko Ha OCHOBaHMHM BO3pacTa HE
Tpedyercs.

6. PAPMAIIEBTUYECKHUE CBONCTBA
6.1. [lepevyeHnb BCoMOraTe/ibHbIX BellleCTB

CakcarmmmnTud [ICK, 2.5 Mr, Ta0JeTKH, HOKPBITHIE IJIEHOYHOU 000JI0YKOM

JlakTo3a Oe3BomHAs

Henntono3a MUKpOKpUCTATIIMYECKAs
Kpockapmennosza Hatpust

Maruus creapar

KomoBugon

Kpemuus nruokcua KoJIOUIHbIN
XJI0pOBOAOPOAHAS KHUCTIOTA
Inenounas obonouxa

Readycoat MB 53A2253010 (runpomeno3a E-5, Mukpokpucrammmueckast 1eurio3a, CTeapuHOBast
KHCJI0TA)

Caxkcarymnrud [ICK, 5 Mr, TaOJIETKH, TOKPHITHIE INIEHOYHOI 000I0YKON

JlakTo3a Oe3BogHAS

[enmnron03a MUKPOKpPUCTAIUTMYECKAS
Kpockapmennosa Hatpust

Maruus creapat

Konosuon

KpemHuust nnokcu1 KOJTOUIHbBIN

XIJIOpOBOAOPOIHASI KUCIIOTA
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Ilnenounas obonouxa

Readycoat MB 53A2253010 (runpomeriosa E-5, MukpokpucTamummyeckas 1esuioa03a, CTeapuHoBast
KHCJIOTA)

Readycoat MB 53A0183515 (runpomerniosa E-5, MukpokpucTamumdeckas 1esuioa03a, CTeapuHoBast
KHCJI0Ta, TUTAHA IUOKCH]L, JKeJIe3a OKCHJT KPACHBIH)

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok roqHoCTH (CPOK XpaHEHH)

2 rona.

6.4. OcoOble MepbI IPEIOCTOPOKHOCTH NIPH XPAHEHUH

B opurunanpHol ynakoBke (0aucTepe) rmpu Temmneparype He Boime 25 °C.
6.5. Xapakrep u cofep:kaHue YIIaKOBKHU

[To 10 TabneTok moMeniarT B KOHTYPHYIO STYEHKOBYIO YITaKOBKY (OJIMCTEp) U3 KOMOMHUPOBAHHOTO
MaTepuaja OPHUEHTHPOBAHHBIM monuamu/anmoMuHui/momuBuamnxnopua  (OITA/Ano/TIBX) u
($honbru aMOMUHUEBOH TIEYaTHON JTAKUPOBAHHOM (AJTIO).

ITo 3 KOHTYpPHBIX SYEHKOBBIX YMAKOBKHU (OJ1cTepa) BMECTE C JIMCTKOM-BKIIAIBIIIEM MOMEIIAIOT B

MayKy U3 KapToHa.

6.6. OcoOble Mepbl MPEAOCTOPOKHOCTH NMPH YTHIH3AIUHN HCIO0Jb30BAHHOIO JIEKAPCTBEHHOI 0
npenapara MJIM OTXO0/J0B, MOJYYEHHBIX MocJe NMPUMEHEHHS JIEKAPDCTBEHHOIro INpenapara u
Apyrue MAHUMYJISAIIUHU ¢ TPenapaTomM

Het oco0bIx TpeOoBaHM K yTHIM3AIUN.

7. AEPKATEJIb PETUCTPAIMOHHOI'O YIOCTOBEPEHUA

Poccuiickas @enepanus

000 «IICK ®apma»

141983, MockoBckas 00u1., T.0. JIyoHa, r. Jlyona, yiu. IIporpammuctos, 1. 5, ctp. 1
Tenedon: 8 (499) 400 16 99; 8 (496) 218 19 19

DnektpoHHas nmo4ra: officel @rusbiopharm.ru
7.1. IIpeacTaBUTENb AePKATE/IsI PETHCTPALMOHHOIO Y0CTOBEPEHHUS

[IpeTen3un moTpeduTeNnel HalPaBIsATh MO aIpecy:

Poccuiickas @enepanus

000 «IICK ®apmay

141983, MockoBckas o0u1., r.0. [lyOHa, r. /Iyona, yn. [Iporpammuctos, a. 5, ctp. 1
Tenedon: +7 (800) 234-16-99

DnexkTpoHHas noyra: pv@rusbiopharm.ru
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Pecny6nuka benapych

000 «PapmAccucreHc

220131, r. MuHck, yn. 'amapauka 30, opuc 404 (6 sTax)
Tenedon: +375 29 640-42-86

DnekTpoHHas movTa: pv(@pharmassistance.by
Pecrybnuka Kazaxcran

TOO AJIAUME]]

050051, r. Anmatsl, Mukpopaiion Caman 1, tom 1
Tenedon: +7-727-263-27-34

OnexrponHas noyra: aldimed@mail.ru

Keiprezckas Pecry6nmka

OcOO «Mencepsuc.KG»

720051, r. bumkek, yia. Kypmanxan Jlatka, n1. 131-133
Tenedon: +996 312 36-90-39

DnektpoHHas moura: medservice.kg@mail.ru
Pecniy6niuka ApmeHust

000 «Pyauym Tpaguar»

r. Epesan, yn. Kouapsn, 1. 18/52

Tenedon: +3 749 566-36-68

OnexrponHas noyra: rudiumtrading@gmail.com

8. HOMEP (HOMEPA) PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

9. KATET'OPUS OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA
JlexapcTBeHHBIH IpenapaT OTHOCUTCS K KaTErOPUH OTIYCKa 10 PEeLenTy.
OO6mras xapaktepuctuka JiekapctBeHHoro mnpemnapara CaxcarmunTtud [ICK moctynmHa B eguHOM
peecTpe 3aperucTpUPOBAHHBIX JIEKAPCTBEHHBIX cpeACTB EBpa3suiickoro 3KOHOMHUYECKOT0 CO03a U Ha

ouIaILHOM caire YIIOJTHOMOYEHHOTO opraHa (3KCTIepTHOM OpTaHU3AIIHH )
https://lk.regmed.ru/Register/EAEU_SmPC.
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