COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 24.12.2025 N= 32138

(MOCNEQOBATENEHOCTE 0007)

OBIIASI XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O ITIPEITAPATA
V JlanHblii JIEKapCTBEHHBIN Ipenapar MOJICKUT AOMOTHUTEIILHOMY MOHUTOPUHTY. DTO MO3BOJIUT
OBICTPO BBIIBUTH HOBYIO MH(pOpManuio 1o Oe3omacHocTH. Mbl obOpamaemMcs K CIEIHaTucTaM
CHCTEMBI 3JPaBOOXPAHEHUs C HMPOCHOOI cO0OIIAaTh O JHOOBIX IOJI03PEBAEMBIX HEKENIATEIBHBIX
peaknusx. [Topsmok cooOmeHns 0 HeXeTaTeNIbHBIX PEAKIHSIX MTPECTaBlIeH B pasaene 4.8.

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O IIPEITAPATA

Cemaguk, 0,25/0,5/1 mr/mno3a, pacTBOp JUIst TOJIKOKHOTO BBEICHHSI.

2. KAYECTBEHHBIA 1 KOJIMYECTBEHHBIN COCTAB

JleficTBytOIIIEE BEUIECTBO: CEMArTyTHT .

Kaxapiii M1 pacTBopa i1 MOJAKOKHOTO BBEAEHUSI COllepkuUT 1,34 Mr cemarinytua.

Kaxxnas mmpui-pyuka o6beMom 3 MII CoIep>KUT 4 M ceMariyTuaa.

Kaxnas no3a conepxut 0,25 mr cemarnyruaa B 0,19 mut pactBopa Jij1st TOAKOKHOTO BBEICHUSI.
Kaxnas no3a conepxut 0,5 mr cemarnyrunaa B 0,37 M1 pacTBopa Jis MOAKOXKHOTO BBEJICHUS.
Kaxnas no3a conepxut 1 mr cemarimyruaa B 0,74 mut pactBopa JijIsl TOJAKOKHOTO BBEICHUSI.

BemecTBa, HaMuue KOTOPHIX HAJIO YUYUTHIBATH B COCTaBE JICKAPCTBEHHOTO Tpernapara; HaTpui (cM.
pasznen 4.4.).

ITomubrit MNEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCIICCTB IIPUBCICH B Pa3aCJIC 6.1.

*CemarnyTuji SBISETCS arOHHUCTOM pELENTOpoB TiokaroHomnoao6Horo mentuaa 1 (T'TIII-1P),
MIPOM3BEICHHBIM XHMHUYECKUM CHHTE30M.

3. JIEKAPCTBEHHAS ®OPMA

PactBOp AJ1 MOAKOKHOTO BBEICHHUS.
becueTHbIi nian nmoutH 6eclBeTHBIN NMpo3payHblil pacTBop; pH=7,4.

4. KIIMHUYECKHUE JAHHBIE
4.1. Tloka3aHusi K NPUMEHEHHIO

HpenapaT CeMaBHK MOKa3aH K MNPUMCHCHUIO Y B3POCIIbIX C CaXapHbIM ,Z[I/Ia6eTOM 2 THIa Ha (I)OHe
JAUCTBI U (I)I/I3I/I‘-ICCKI/IX ynpaxcHeHI/Iﬁ JJIA YIIYYIICHUS TIIMKEMHUYECKOrO KOHTPOJISI B KA4€CTBE!

- MOHOTEpaIuy,

- KOMOMHHMpPOBaHHOW Tepanmuu C JPYTUMU  TEpOpajIbHbIMU  TUIOTJIUKEMUYECKUMU
npenaparamu (TITTTI)-meTdopMuHOM, MeTHOPMUHOM u MIPOU3BOAHBIM
CyJIb(OHUIMOYEBUHBI, METGOPMUHOM W/WIM THA30JUAUHIMOHOM, Yy TMAIUEHTOB, HE
JOCTUTTINX aJ€KBATHOTO IIMKEMHYECKOr0 KOHTPOJIS MPU MPOBEACHUM MPEIIeCTBYIOLIECH
TEPAINH;

— KOMOMHHMPOBAHHOW Tepanmuyd C WHCYJIMHOM Yy NAalMEeHTOB, HE JOCTUTIIMX aJEeKBaTHOTO
TJIMKEMUYECKOT0 KOHTPOJIS Ha TepaliK CeMariyTHI0M U MET(GOPMUHOM.

HpenapaT CeMaBHK mOKa3aH AJI1 CHUXKCHUA PUCKA PA3BUTHA OOJIBIIHNX CCPACUHO-COCYAUCTBIX
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PHUCKOM B KAYCCTBC JOMTOJIHCHHA K CTAHAAPTHOMY JICUCHUIO CEPACUHO-COCYAUCTBIX 3a6OHeBaHHﬁ (Ha
OCHOBAHMU aHAJIN3a BPEMEHH HACTYIUICHUS MEPBOTO OOJBIIOTO CEPACYHO-COCYAUCTOTO COOBITHS —
cM. pazzen 5.1).

*OOoNbIINE CepIeYHO-COCYAUCThIE COOBITHS BKIIIOYAIOT: CMEPTh 10 MPUUYUHE CEPACYHO-COCYIUCTOM
[aTOJOTUH, HHPAPKT MHOKapaa 0e3 CMepTEIbHOI0 HCX0/1a, HHCYIIBT 0€3 CMEPTEeIIbHOIO HCXO0/a.

4.2. PeskuM J103UPOBAHMSA M CIIOCOO MPUMEHEHUs

PexxuM 103upoBaHus

Hauanphas no3a npenapata CemaBuk cocrasisier 0,25 mr 1 pa3 B Hezento.
[Tocne 4 Heneny npuMeHEHU 103y ciaeayeT yBeanuuts 10 0,5 mr 1 pa3 B Heaento.

Jlig  panpHEHIIero yiydileHUsl TIUKEMHUYECKOro KOHTPOJS IOcie Kak MHUHUMYyM 4 Henelb
npuMeHeHus npenapara B 1o3e 0,5 mr 1 pa3 B Henento, 103y MOXHO yBeIH4uTh 10 1 Mr 1 pa3 B
HEIeIo.

Jlo3a npenapara CemaBuk 0,25 Mr He SIBISIETCSA TEPANIEBTUYECKOM.
He pexomenayercs BBeeHue 6osee | Mr B Heedmro.

HpenapaT CeMaBHUK MOXKET MPUMCHATHCA B BUAC MOHOTCpAIl UJIA B KOM6I/IHaIII/II/I C OJHUM HJIN
0oJiee THITOTIIMKEMHYECKUMHU TperapaTaMu (CM. paszen 5.2).

IIpu nobGaBnenun mnpenapara CeMaBUK K TNpPEIIIECTBYIONICH Tepanmuu MeTHOPMUHOM H/HIN
TUA30JIUIMHANOHOM, wiId uHruouropom SGLT2 (uHruburopamu HATPUH-TIOKO3HOTO KO-
TpaHCIopTepa 2 THIA), TEPANHI0 METPOPMUHOM H/WIM THA3OIMIHHIMOHOM, WIH HHTHOUTOPOM
SGLT2 MOHO MPOJOIKUTh B MPESKHUX 033X (CM. paszaeisl 4.4 u 4.8).

HpI/I ,Z[O63.BJ'I€HI/II/I Ipernapara CeMaBHK K HpOBOI[PIMOﬁ TEpaliu NpOU3BOJHBIM CYJ'IL(I)OHI/IJ'IMOLIGBI/IHBI
HJIM UHCYJIIMHOM CJICAYCT NPEAYCMOTPETh CHUXKCHUEC O3B TPOU3BOJHOTO Cy.]'II)q)OHI/IJ'IMOIIGBI/IHBI N
HHCYJIMHA C LCJIbKO CHUKCHUS pUCKA BOSHUKHOBCHU TUIOTIAKEMUM (CM. pa3aci 44)

IIpumenenue npenapata CemaBUK He TpeOyeT MPOBEACHHSI CAMOKOHTPOJII KOHLEHTPALUHU TIIFOKO3bI
KpPOBH.

CaMoOCTOSTEIIBHEIN MOHHUTOPHHT KOHIICHTPAIHUH I''TIOKO3bI B KPOBU HGO6XOI[I/IM AJI1 KOPPEKIUU 103bI
CYJ'IB(I)OHI/IJIMO‘IGBI/IHBI U UHCYJIMHA, 0COOEHHO B Haualle JIEUeHUS npemnapaTromMm CemaBUK H npu
CHMXCHUHN OO3bI MHCYJIMHA. PGKOMGHI[yeTCSI HCIIOJIH30BaTh ITOATAITHEIN noAX0J K CHMKCHUIO JO3bI
HHCYJIMHA.

IIponywennas 0oza

B cnyuae npomycka 10361 mpenapat CeMaBUK clieyeT BBECTH KaK MOXKHO ObICTpee B TeueHue 5 aHel
C MOMEHTA 3aIlVIaHUPOBAHHOTO BBEJEHUS N103bl. ECIM MpoaoKUTENBHOCTh MPOMYCKa COCTaBISET
Oonee 5 JHEW, MPOMYIIEHHYIO J03y HE HYXHO BBOAUTH. Cieayromyto 103y mnpenapata CemaBHK
ClleyeT BBECTH B OOBIYHBIM 3allNIAaHUPOBAHHBIM JeHb. B KaxaoM ciaydyae NHalMeHThl MOTYT
BO300HOBHUTH UX OOBIYHBII OJTHOKPATHBIN €KEHEIeNbHbIN IrpauK BBEACHUS.

Oco0BIe TPVIIIHI ITAIMEHTOB

HauueHmbz NOJ2HCUTIOC0 80o3pacma

He TtpeOyercst koppekliuu 103bl B 3aBUCUMOCTH OT Bo3pacTa. OmbIT MpUMEHEHMs Npernapara y
MAIMEeHTOB 75 JIET U cTapliie orpaHudeH (cM. pasaen 5.2).
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Hal/;ueHH’Zbl C NOYEeYHOU HedoCMAamo4HOCbIO

He TpeGyeTcst KOppeKIK A03bl y MAllMEHTOB C TOYEYHONW HEJOCTATOYHOCTHI0. ONBIT IpUMEHEHHUS
rnpenapara y HalMEHTOB C TEPMHUHAIBHOM CTaJAMEl IMOYEUYHOM HEIOCTATOYHOCTH OTCYTCTBYET,
npuMeHeHue npernapara CeMaBHK y TaKUX MAlMEHTOB MPOTUBOIOKA3aHo (CM. paszen 5.2).

Hab;uenmbz C NeYyeHoYHOolU HedOCMAamo4HOCbIO

He tpebyeTcst Koppekuuu 036l Y NalUEHTOB ¢ MEYEHOYHOW HETOCTATOYHOCTBIO (CM. paznen 5.2.).
OmbIT IPUMEHEHHUS CEMarIyTHAa Y MAIMEeHTOB ¢ MeYEHOYHOIN HETOCTaTOUHOCTHIO TSDKENION CTENIeHN

OrpaHHMYCH, MpUMEHeHue npenapata CeMaBUK y TaKHX NAalMEHTOB MPOTHBOINOKa3aHo (cM. paszen
5.2).

CTHU

[Ipenapar CemaBuk He CleAyeT MPUMEHSTh y J€Tel U MOAPOCTKOB B Bo3pacte ot 0 ;10 18 et B cBsI3u
C OTCYTCTBHEM JAaHHBIX 10 O0e30macHoCTU U 3PPeKTUBHOCTH. [JaHHBIE OTCYTCTBYIOT.

Cnoco0 mpuMeHeHus

JJ1st MOIKOYKHOTO TPUMEHEHU .
[Ipemapat CemaBuk NpuUMeHSIOT 1 pa3 B Hellenro B Jito00e BpeMsi, HE3aBUCUMO OT MpuéMa MUIIIH.

HpenapaT CeMaBuK BBOJAT IIOJKOXHO B KHUBOT, 6CIIpO nim miedo. Mecrto WHBCKIHUHN MOXCT
H3MEHAThCS 0€e3 KOPPCKIUU O03BI.

[Ipenapat CemaBuK HeIb3s BBOAUTH BHYTPUBEHHO U BHYTPUMBILIEUHO.

[Tpu HEOOXOMMOCTH JICHB €XKEHEIEIFHOTO BBEACHUS MOXXHO MEHATH IIPU YCJIOBUH, YTO MHTEPBAI
BPEMEHU MEXIY ABYMsI UHBEKIUSIMH COCTABIIIET HE MeHee 3-X AHel (> 72 yacoB).

ITocne BLI60pa HOBOT'O JJHS BBCACHUA CIICAYCT NPOAOJIKUTh BBEACHHUC IIPCIIapaTa 1 pa3 B HEACIIIO.

JansHelnryo nH()OPMAIIHIO 110 CIIOCO0y MPUMEHEHUS CM. B paszele 6.6.

4.3. TIpoTHBONOKa3aHMA

— I'unepuyBCTBUTENBHOCTh K CEMariyTUAy WIH JII0OOMYy M3 BCIOMOTaTelIbHBIX BEILIECTB,
NepeUYMCIICHHBIX B paszene 6.1.

— MeayJUISIpHBIN paK IUTOBUIHOM jKeJIe3bl B aHAMHE3€, B TOM YHCJIE B CEMEWHOM;

— MHOXECTBEHHasl SHJI0KpuHHas Heornasus (MOH) 2 tuma;

— caxapubiii muaber 1 tuma (CI1);

—  Iua0eTHYECKUI KETOAINI03,

— Yy CIeAYIOUIMX TPpYNI MNAlUEHTOB U MPHU CIEIYIOMIUX COCTOSHUSAX/3a00€BaHUsIX B CBSI3U C
OTCYTCTBMEM JIaHHBIX MO 3((HEKTUBHOCTH U 0€30MaCHOCTH WJIM OIPAaHUYEHHBIM OINBITOM
MIPUMEHEHHUS:

- OepeMEeHHOCTh U MEePUOo/I IPYIHOTO BCKapMIIMBAHNUS;

- BoO3pact a0 18 ner;

- ne4€HOYHAs HEJOCTaTOYHOCTD TSKEIION CTEIEHHU;

- TEepMHUHaJbHas CTaaus MOYEYHON HepocTaTouHocTH (KiaupeHe kpeatuHuHa (KK) <15
MJI/MUH);

- XpoHuueckas cepaedHas HegoctarouHocTh (XCH) IV dyHkmmonanpHOTO Kitacca (B
cootBeTcTBMM ¢ Kiaccupukanueii NYHA (Hslo-Mopkckas Kapauonoruueckas
accoImarus)).
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4.4. QOcoOble ykazaHusi U MepPbl NPEI0CTOPOKHOCTH IIPH dMéﬂ@%ﬁEﬁE”EHC’ CTh 00

CemarnyTuji pEKOMEHIYETCsl MPUMEHSITh C OCTOPOXKHOCTBIO Yy TAIMEHTOB C TMOYEYHOU
HEJIOCTAaTOYHOCTBIO U Y MAIIMEHTOB C HAIMYUEM NTaHKpEaTUTa B aHaAMHE3E.

[Ipumenenne cemariayTuaa MPOTHBONOKa3zaHo y mnamueHtoB ¢ CJ[1 wmm s nedeHus
nuabeTnyeckoro keroanuzaosa. Ilpemapatr CemaBHK He 3aMeHseT WHCYNIMH. JlmabGerndeckuid
KETOanua03 ObLI 3apETMCTPHPOBAH Y MHCYJIMHO3aBHCUMBIX TAIIMEHTOB, Y KOTOPBIX OTMEYaJOCh
OBICTpOE TpEKpalleHHE JCUCHHUS WIH CHIDKEHHUE JI03bl MHCYJIWHA MPH Havaje JICUCHHsI arOHUCTOM
I'TITT-1P (cMm. pasnen 4.2).

Peakimu co cTopoHb! keayaouno-kumeynoro Tpakra OKKT)

[Mpumenenne aronmctoB penentopa [TIII-1 MoxkeT OBITH aCCOIMHPOBAHO C HEXKETATEIbHBIMH
peakuusMu co croponsl JKKT. DTo cienyer yduThiBaTh NpHU JIEUEHUU IMALMEHTOB C IOYEUHOU
HEJIOCTATOYHOCTBIO, IOCKOJIBKY TOIIHOTA, PBOTA M JUapes MOI'yT IPUBECTU K JAETUAPATALHMMU U
yXyALmeHno GyHKIUHT Movek (cM. pazzaen 4.8).

OcTpblil DaHKPEATUT

IIpu npumenenun aronucroB peuentopa [TIII-1 HaOaromanuch ciayyam pa3BUTUS OCTPOIO
naHkpeaTuTa. [lalueHTsl 10 KHBI OBITh TPOMH(POPMHUPOBAHBI O XapaKTEPHBIX CUMITOMAaX OCTPOTO
naHkpeatuta. [Ipu nono3peHnn Ha HaHKPEATUT Teparns ceMariayTuI0M JOJKHa ObITh IPEeKpalleHa.
[Tpu moATBEp)KIACHUN MAaHKpPEaTUTa TEPAIMIO CEMariyTHAOM BO300HOBIATH He ciexyer. Criemyer
COOJII0IaTh OCTOPOKHOCTH y TAIIMEHTOB C IIAHKPEATUTOM B aHAMHE3E.

[Ipu oTCyTCTBUM JPYTrUX MPU3HAKOB U CUMIITOMOB OCTPOI'O MaHKPEATHUTA MOBBIIIEHUE aKTUBHOCTH
(epMEeHTOB MOKETYJOUHON KeJle3bl He SIBJIAETCS NIPOTHOCTUYECKUM (DAaKTOPOM pa3BUTHUS OCTPOIO
IIAaHKpEaTUTA.

[ unmormukemus

[TareHTsl, Moyyarolye ceMarityTHl B KOMOMHAIUK ¢ MpernapataMu CyJab(OHUIMOYEBUHBI WU
MHCYJIMHOM, MOTYT HMMETh IOBBIIICHHbI PHUCK pa3BUTHsS TUIOIIMKEeMHH. B Hauane nedeHus
CeMariiyTUJIOM PHUCK pPa3BUTHSl THUIOTJIMKEMHH MOXXHO CHHU3WTH, YMEHBIIMB 03y IPEIapaToB
CyJIb(OHUIMOYEBHUHBI WJIM UHCYJIMHA (CM. pa3zen 4.8).

Jlnabernueckass pETUHOIATHS

Habntonanock TMOBBIILIEHWE pPUCKA pPa3BUTHSA OCIOXKHEHMM JMa0eTHUeCKON peTHMHONATHH Y
NAIMEeHTOB C AMa0eTUUYECKON PETHHONATHEH, MOTydalolMX UHCYIMH U CeMariyTHn, (CM. pasien
4.8). Crnenyer coOJOIaTh OCTOPOXKHOCTh IMPHU NPUMEHEHHH CEeMariyTHIa Yy MalUeHTOB C
ArabeTHYecKo peTHHOMaTuel, MOoJIy4alolMX HHCYJIUHOTepanuio. Takue MalueHThl JOJDKHBI
HaXO/AUTHCS O] TOCTOSIHHBIM HAOII0IEHUEM U MTOyYaTh JIEYEHHE B COOTBETCTBUM C KIIMHUYECKUMU
pexomMeHaauusMu. bBpIcTpoe yiydllleHHe TJIMKEMHUYECKOrOo KOHTPOJS —acCOLMHUPOBANIOCH C
BPEMEHHBIM YXY/IICHUEM IHa0eTHUECKON PETUHONATHH, HO HEJIb3s1 UCKITIOYUTH U IPYTHe MPUYKHBI.

CepaeyHas HEIOCTATOYHOCTD

OTCyTCTBYET ONBIT PUMEHEHHUs cemaraytuaa y nauueHTos ¢ XCH IV ¢yHkimonansHoro kiacca B
coorBercTBUM ¢ Kkiaccupukammedn NYHA. Ilpumenenue mnpenapata y TakuX [alUEHTOB
IIPOTUBOIIOKA3aHO.
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3a00eBaHus IIUTOBUITHON JKEIE3bI

B moctperucrpanmonnoM nepuoje npuMmeHeHus npyroro anamora [TIII-1, nmuparmytuna, Obuin
OTMEYEHBI CIydau MEIYJUIIPHOTO paka muToBuaHOM kene3pl (MPILDK).  Mmerommxcst qaHHBIX
HEJ0CTAaTOYHO /ISl yCTAaHOBJIEHUS WJIU UCKITIOYEHUS IPUYUHHO-CIIEICTBEHHOM CBSI31 BOSHUKHOBEHHUS
MPIIK ¢ mpumenenuem ananoros ['TIII-1. HeobxonuMo npouHGOpMUPOBAThH MAlMEHTA O PUCKE
MPIX u 0 cumnToMax OmyXxoJiy IUTOBHIHOM JKeJie3bl (MOSBJICHHS YIUIOTHEHHS B 00JIACTH IIEH,
nucaruy, OJBIIIKM, HENPOXOAALIEH OXPUIUIOCTH ToJjioca). 3HAYUTEIbHOE MOBBILICHHE
KOHIEHTPAllMM KaJbLIMTOHWHA B IJIa3Me KpoBU MOxeT ykaszbiBaTh Ha MPUDXK (y mauumenrtoB c
MPXII] 3HayeHUsT KOHIIEHTPAIIMH KaJbIIMTOHWHA B IIa3Me KpoBU oObaHO >50 Hr/m). Ilpwm
BBISIBIICHUM TOBBIIICHUS KOHIEHTPAIIMM KaJbIIMTOHWHA B IUIa3ME€ KPOBHU CIEIYET IPOBECTH
JanpHeiee odcaenoBanne nanreHTa. [laienTs! ¢ y3/iaMu B IIMTOBUIHON KeJie3€, BBISIBJICHHBIMU
MIPU MEAUIIMTHCKOM OCMOTPE WJIU MpU IpoBeaeHUH Y 3U MMTOBUAHOM Kelie3bl, TAKKE JOJIKHBI ObITh
JOMOJTHUTEIBHO 00cieoBanbl. [IpuMeHeHre ceMarayTiaa y NaleHTOB C IMYHBIM MM CeMEHHBIM
anamae3oM MPIIDXK unu ¢ cungpomom MOH Tuna 2 npoTUBONOKa3aHo.

XOJICHUCTUT
Bo3MmoxkeH puCK pa3BUTHS XOJELHHUCTUTA, KaK TPUTTEPHOTO COCTOSHUSA, OOYCIIaBIMBAIOIIETO

Pa3BHUTHUC XOJIAHI'UTa U XOJIECTaTUUECKOU JKCIITYyXH.

Puck actiupanuy nin acuupanioHHOW NHEBMOHUU

[Tpu poBeeHUM ONepaTHBHBIX BMEIIATEIILCTB MO O0IICH aHecTe3uel Wit TIIyOOKOM cemamuen y
nanueHToB, nonydatromux aroHuctsl [TIII-1, Bo3MoOXeH pUCK pa3BUTHS acnUpaluyd WId
aCIMpPalMOHHOW ITHEBMOHUH U3-3a 33JI€PKKU OIIOPOKHEHHUS XKEIYAKA U IIPUCYTCTBUS OCTATOYHOIO
KEIIy0YHOI'O COJIEPIKUMOTO.

BcnomorarenbHble BeliecTBa
ITpenapat CemaBUK coep>KUT HaTpuil MeHee | MMoIb HaTpus (23 Mr) Ha 103y, TO €CTh, 110 CYTH, HE

COACPIKUT HATPHUS.

4.5. B3aumopeiicTBHe ¢ JAPYIrMMH JIEKADCTBEHHBIMH MpenapaTtaMM ¥ JApyrue BH/IbI
B3aUMOIeHCTBUA

HccnenoBanus cemariytuaa in Vitro mokasaiu o4eHb HEOOBIIYI0 BEPOSTHOCTh HHIHOUPOBAHUSI
WA MHAYKIHA (hepMeHToB cucteMsl uToxpoma P450 (CYP) u nHrunOnpoBanus TpaHCTIOPTEPOB
JIEKapCTBEHHBIX MPENapaToB.

3anepKKa ONOPOKHEHHUS HKETyAKa P MPUMEHEHHH CEMArIyTH/Ia MOKET OKa3bIBaTh BIMSHIE HA
BCACBhIBaHUE COIYTCTBYIOIIUX MEPOPANBHBIX JIEKApPCTBEHHBIX TpenapaToB. CemariyTHIl clenyer
OPUMEHSATh C OCTOPOXHOCTBbIO Yy TMAIMEHTOB, IOJYYAIOUIMX MepopaibHble JIEKapCTBEHHbIE
Ipernaparsl, 1151 KOTOpbIX HeoOxoaumMa ObicTpast abcop6orust B KKT.

[Tapaneramon
[Tpu oneHke (hapMaKOKMHETHKY TapareraMmosa Bo BpeMs TecTa CTaHAapTU3UPOBAHHOTO MpruéMa

numy  ObIIO  BBIABIICHO, YTO CEMArIyTHI 3aJICpKMBAeT ONMOpPOKHEHHE Ikemyaka. llpwm
oJHOBpeMeHHOM mpuMeHeHnn cemarnytugaa B jgo3e 1 AUCosowms MUH U Cmax Tapareramosia
cHu3MIHCH Ha 27% u 23%, cootBeTcTBeHHO. O0MmIast sxcno3uius napaneramona (AUCo.sq) mpu
3TOM HE U3MeHsuTach. [Ipr OTHOBpEeMEHHOM MpHUEME CeMariyTH/a U mapareraMmosia KOppeKIus
JI03bI TTOCIIEAHETO He TpeOyeTcsl.
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IlepopanpHble TOPMOHAIBHEIC KOHTPAICHITHBHBIE CPSICTBA

He mnpeamonaraercsi, 4T0 ceMarityTHa CHIKAaeT 3(PQPEKTUBHOCTh MEPOPATBHBIX TOPMOHAIBHBIX
KOHTPAIIETITUBHEIX CpeAcTB. [Ipu 0JHOBpEMEHHOM MPUMEHEHUH KOMOUMHUPOBAHHOTO TIEPOPATLHOTO
TOPMOHAJIBHOTO  KOHTpanenTtuBHoro mpemapara (0,03 wMr stuHIIACTpaguona/0,15  wmr
JIEBOHOPTECTpeNia) U CeMariyTH/Ia MOCICIHNNA HE OKa3bIBaJl KIMHUYECKH 3HAYMMOTO BIIMSHUS Ha
OOIIIYIO SKCITO3UIIHIO STHHHIACTPAINOIIA U JIECBOHOprecTpesa. DKCIIO3UIUS STUHIIIDCTPAINOIIA

He Oblia 3aTpoHyTa; HaOmoAanoch ypenudeHue Ha 20% DKCHO3UIMHM JIEBOHOpPrecTpena B
PaBHOBECHOM COCTOSTHUU. Cmax HE M3MEHWIACH HU JIJISI OJJHOTO M3 KOMITIOHEHTOB.

ATopBacTaTuH
CemarnyTuj1 He U3MEHSI CUCTEMHYIO 3KCIIO3UIIMIO aTOPBACTATHHA MTOCIIE TPUMEHEHUS OJTHOKPATHOM

no3sl aropactatuHa (40 mr). Cmax aropBactatuHa cHu3miIach Ha 38%. JlaHHOE CHMXKEHHE OBLIO
PaCIICHEHO KaK KIIMHUYECKH HEe 3HAUUMOE.

EI/IFOKCI/IH

CeMarnytuji He W3MEHMJ CHCTEMHYIO SKCHO3MIHMIO WUIH Cmax JUTOKCHMHA TOCJIE MPUMEHEHUS
OJIHOKpPATHOM 1036l qurokcuna (0,5 mr).

Merdopmun

CeMarnyTu/1 He U3MEHSUT CHCTEMHYIO SKCIIO3ULINI0 I Cmax METQOpPMIHA TIOCTIE TPUMEHEHUS B 103€
500 mr 2 pa3za B CyTKHU B TeueHue 3,5 aHeil.

Bapdapun

CeMarnyTuJl He U3MEHSUI CUCTEMHYIO 3Kcno3unuio wim Cmax R- 1 S-u3omepoB Bapdapuna mocie
NpUMEHEHHs OIHOKpaTHOW 103kl BapdapuHa (25 wmr). Ha ocHoBanMm ompeneneHus
MEXYHAPOIHOTO HOpMain30BaHHOTO oTHomeHuss (MHO) KIIMHUYeCKH 3HAaUNMBIX H3MCHEHUI
(dhapmakoguHaMuueckux 3(PpexToB BapdhaprHa Takke He HaOIH01aI0Ch.

HecoBMecTHMOCTE

BemectBa, 100aBieHHbIE K ceMariayTHAY MOTYT BbI3BaTh Jerpajanuio cemariaytuaa. CemariayTun
HeJIb3sl CMEIIUBaTh C JPYTUMH JIEKApCTBEHHBIMM CpEACTBAMH, B TOM 4YHCIE ¢ MH(Y3MOHHBIMU
pacTBopamu.

4.6. DepTHIBHOCTH, 0EPEMEHHOCTH H JIAKTAIUS

>K€HHII/IHI>I C ACTOPOAHBIM ITOTCHIINAJIOM

JKeHmmHaM € COXpaHEHHBIM PENPOAYKTHUBHBIM ITOTEHIMAIOM PEKOMEHIYETCS HCIIOIb30BATh
KOHTpALEILHIO BO BpEMs TEPAIlUK CEMArITyTUIOM.

bepemeHHOCTD
UccnepoBanus Ha )KMBOTHBIX TPOJEMOHCTPUPOBATIN PENPOAYKTUBHYIO TOKCUYHOCTH Mperapara.

JlaHHBIC 1O TPUMEHEHHUIO CeMariyTHIa y OEpeMEHHBIX JKEHIIWH OorpaHuueHbl. [IpoTHBOMOKa3aHO
MIPUMEHSITh CEMArJIyTH]l BO BpeMs OEpeMEHHOCTH.

Ecnu marueHTKa TOTOBUTCS K OCpEeMEHHOCTH, JIMOO OCpPEeMEHHOCTh YK€ HACTYIHIIA, TEPaIHio
CeMariyTu0M HEeOOXOAMMO MpPEeKpaTuTh. M3-3a JINTEILHOTO MEPHOa MOJYBBIBEACHUS TEPAITUIO
ceMariyTuaom HeO6XO)II/IMO NPEKPATUTh KAK MUHHUMYM 3a 2 Meciala 10 IJIAaHUPYEMOTro HACTYIIJICHUA
OepemeHHOCTH (CM. pa3zaen 5.2.).
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VY NaKTUPYIOIUX KPBIC CEMAaryTy ] MPOHUKAT B MOJIOKO. Hemb3sl MCKIIIOUUTh PUCK I peOeHKa,
HaxOJAIIErocs: Ha TPyJAHOM BCKapMiIMBaHUM. [IpOTHUBONOKAa3aHO NIPUMEHSTH CEMAriIyTUl B IIEPUOL
IPYAHOIO BCKAPMIIMBAHMUS.

4.7. Bausinme HAa CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHM CpeAcTBAMH M PadoTaTh ¢
MeXaHM3MaMH

CemarnyTujl He BIMSET WM HE3HAUUTEIHHO BIHUSAET HA CIIOCOOHOCTH YIPABISATh TPAHCIIOPTHBIMU
CpeICTBaMU WK paboTy ¢ MexaHu3MamH. [1alueHTsl JOJKHBI OBITh IPEIYIPEKICHBI O TOM, YTO UM
clieIyeT cOoOM0aTh MEPHI MPEIOCTOPOKHOCTH BO M30€KAHUE PA3BUTUS Y HUX THUIIOTIIMKEMHH BO
BpEeMs YIIPABJICHUS TPAHCIOPTHBIMHU CPEACTBAMU U MpU padOTe ¢ MEXaHW3MaMH, OCOOCHHO MpHU
MPUMEHEHUU CEMariyTua B KOMOWHAIIUYU C POU3BOIHBIM CYJIb(OHUIMOYEBUHBI UIH UHCYIUHOM.

4.8. HexeaaTeJbHble peaKIHu

Pesrome nmpoduiist 0e3onacHOCTH

Haubonee wacto peructpupyemMbiMu HexenarenbHbiMu peakuusimu (HP) Bo Bpemst KU siBnsunce
HapyuieHus co croponsl JKKT, BkiItoyas TOMHOTY (04€Hb 4YacTo), JUapero (OYeHb YacTo) U PBOTY
(wacto). B 1enoMm, naHHBICE peakmuH ObBUTH JIETKOM WM CPEOHEH CTENeHW TSKECTH U
KpPaTKOCPOYHBIMHU.

TabanuHoe pE3IOME HEXKEIATSIbHBIX PEaKIIMM

HP nipuBeneHbI 10 CHCTEMHO-OPTaHHBIM KJIACCAM C YKa3aHUEM YacTOThI UX BOSHUKHOBEHHSI: OYCHb
gacto (> 1/10), wacto (> 1/100, Ho < 1/10), HewacTo (>1/1,000, Ho < 1/100), peaxo (> 1/10,000, Ho <
1/1,000) ouens peako (< 1/10,000) 1 HeM3BECTHO (HEBO3MOXKHO OIICHUTh HA OCHOBAHMH UMEIOIIIMX CS
JTaHHBIX). B Kaxmol TpyIme 4YacTOThl Pa3BUTHS HEXKENAaTeIbHBIC PEAKIMH IPEICTABICHBI I10
CHIDKCHHIO CTETICHU CEPhE3HOCTH.

Ta6auna 1. HeskenatebHble peakiuu, 3aperucTPUPOBAaHHbIE NIPH NPUMEHEHNH ceMarIyThaa

CucremHo- O4eHb yacTo Yacro Heuacto Penxo HeusBecTHO
OPraHHbII
KJ1ace
Hapymenus l'unepuyscTB | AHadwak
€CO  CTOpPOHBI WUTENBHOCTB® | THYECKas
UMMYHHOU peaxkuus
CHCTEMBI
Hapymenus co | 'mnormukemus® | ['mmormukemus®
CTOPOHBI MIpH TIPUMEHEHUH | TIPU
o0MeHa C UHCYJINHOM WM | IPUMEHEHUU C
BELLEeCTB U | IIpenaparamu npyrumu HIT'TTI
MUTAHUSA cynborunmmoues | CHIDKECHHE
VHBI anmneTura
Hapymenust co T'onoBokpyxenue | [ucressus
CTOPOHBI
HEpPBHOW
CHUCTEMBbI
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CucremHo- OueHb 9acTO Yacro Heuacro” - 'FPerro ' =" "E"Hem3Bectio |
OpraHHbII
KJ1ace
Hapymenus co OcnoxxHeHus
CTOPOHBI nabeTnaecKon
OpraHoB peTuHOnaTUN®
3peHust
Hapymenus co YBennueHnue
CTOPOHBI YacTOTHI
cepaua CEepJIEIHBIX
COKpAILCHUI
(Hce)

Hapymenus co | TomHoTa PBota OcTpprit Kummeunas
CTOPOHBI Huapes Boneb B xxuBoOTE MaHKPEaTHT HEMPOXOIUM
JKeJTy10YHO- B3nytue 3anepxka OCTh
KHIIIEYHOT0 KUBOTA OTIOPOXKHEHU
TPaKTa 3amop ST KeyIKa

Jucnencus

T'actpur

T'actpo-

a30dareaapHas

pedirokcHas

00Je3Hb

OTtpbKKa

Merteopusm
Hapyumenus co Xonenurnas XonaHrur
CTOPOHBI Xonecraruue
nevyeHu u CKas KeNTyxa
JKeJTYeBbIBOASA
IIMX IMyTei
Hapymenus co AHTHOHEBPOT
CTOPOHBI KOKH MYECKHUU
U TOIKOKHBIX oTex!
TKaHeil
Oomme YTomisieMocTh Peakiiun B
paccTpoiicTBa MecTe
U HApYylIeHHUs B BBEJICHUS
MecTe
BBeJeHHS
JlaGopaTopHble [ToBbIICHHE
Hu AKTHUBHOCTH
HHCTPYMEHTAT JIUIA36l
bHbIE TaHHbIE [ToBbimenwue

aKTUBHOCTHU

amuIIa3bl

CHIWKEHNE MacChl

TCI1a

» TUNOTJIMKEMUS, OTIPEIEEHHas KaK TsoKenas (TpeOyromas IOMOIM JIPYTOr0 YeI0BEKa) MIIM CUMITTOMATHYECKAS
B KOMOWHAIIMU C KOHIICHTPALNEH TIFOKO36I KPOBH <3,1 MMOJIB/T.
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b) OcCII0KHEeHUS ,HI/IB.6€TH‘-I€CKOﬁ PETUHONATHUH 3TO — COUCTAH

e u3: nedBXblimibers b Borboaty i berbhiki

JICUCHUEC HWHTPABUTPCATIBHBIMHA IIpC€rIaparaMu, KPOBOU3JIMAHHUC B CTCKIOBHUIHOC TEJIO, PA3BUTHUEC CJIICIIOTHI,

CBSI3aHHOM ¢ THabeToM (HeJacTo).

©) ['pynmoBoi TEPMHUH, BKIIOYAKONINI HEKENATENBHBIE PEAKIIUH, CB3AHHBIE C TUNIEPYYBCTBUTENBHOCTHIO, TAKUE KAK

CHITTb ¥ KPANHBHHIIA.
9 Y3 mocT-MapKe THHTOBBIX HCTOYHHKOB.

Onucanue OTACIBHBIX HCXCIIATCIbHBIX DeaKHI/Iﬁ

T unocnuxemus
Bo BpeMs MoHOTepamuu ceMariyTHIOM HE HaOJIOJalioCh JMH30JI0B TKEION

ron) u 0% mnanueHToB, COOTBETCTBEHHO.

Ocmpruii nankpeamum

Ocnooicnenus ouabemuyecKkol pemuHonamuu
B 2-netnem KU, B KOTOpOM y4acTBOBAJIM MaIMEHTHI

9

2-1emmuee uUcCciedo8anue cepoedHo-cocyOUucCmsplx UCX0008 U 6e30nacHoCmu

B rpyrme nanueHToB ¢ BBICOKMM PHCKOM Pa3BHUTHS CEPACYHO-COCYIUCTHIX 3a00JIC€BaHUN TIPOQHITH
HEXKEJIATENbHBIX peaKiuii ObLT aHAJIOTHYEH TAaKOBBIM B JIPYTUX HCCIeNOBaHHAX 3a ¢as3bl (CM.
pazzen 5.1).

TUITIOTJIMKEMUU.

'unornukemust TSDKENON CTENEHHW, B OCHOBHOM, HAOIOANach MpU MPUMEHEHHH CEMariyTHIA B
KOMOMHAIIMH C MPOU3BOJHBIM CYJIb(OHIIMOYEBUHBI MM MHCYIMHOM. HaOoaanoch HECKOIbKO
AMH30/I0B TSDHKENOM THIOTIIMKEMHU TPH NPUMEHEHHH CEeMariyTHJa B KOMOHMHAIMU C JPYrHMHU
npenaparami, 3a UCKIIOYSHUEM TPOU3BOAHOTO cynbhonmnmoueBunsl, [1IITTI.

['mnornukemust mo KinaccuuKauu AMEPUKaHCKOH JnabeTHYecKod accolManyuy HaOIroAanach y
11,3% (0,3 cnyuas/marueHTa B TOJ) MAIlMCHTOB NpH J00aBICHHH cemariyTuaa B go3ze 1,0 mr k
tepanuu uHruOuTopom SGLT2 mo cpasuenuto ¢ 2,0% (0,04 cnyyas/manueHTa B TOf) MAIMEHTOB,
nony4aBmux rmiane6o. O Tsoxénoit runormukemun coodmanocs y 0,7% (0,01 cnygas/manuenra B

Hedcenamenvhule peakyuu co cmopoHwl sHceny00uHO-KUUEYHO020 MpaKkma

Bo Bpems Tepanuu ceMariytuioM B fo3ax 0,5 Mr u 1 Mr y naieHToB oTMe4anach TOIHOTA, AUapest
U pBOTa. bOJIBIIMHCTBO peakiuii ObUIH OT JETKOM 10 CpeIHeH CTeNeH! TSHKECTH U KPaTKOCPOUHBIMH.
HP cranu npuumHoii mnpexnaeBpemeHHoro BbiObIBaHus u3 KU 3,9% u 5,9% mnauueHTos,
cooTBeTcTBeHHO. Yare Bcero o HP coobmianocs B nepBbie MeCSIbl TEPAIHH.

[TarmeHTH ¢ HU3KOM Maccoi Tesa MpH JICYEHUH CeMariyTUIOM MOTYT UCIbIThIBaTh Oonbie HP co
CTOPOHBI KelTyAo4YHO-KuIeyHoro tpakra. B KW npu onHOBpeMEHHOM NpPUMEHEHHM WHTHMOUTOpa
SGLT2 u cemarmytuaa 3anop u ractpodzodareanbHast peduirokcHas 00Je3Hb HaOmoaaCh y 6,7%
1 4% manueHToB, MOJIy4aBIIuX ceMartyTu 1,0 Mr, COOTBETCTBEHHO, 110

CPAaBHEHMIO C OTCYTCTBHEM COOBITHH Yy MAalMEeHTOB, MOJy4aBIIMX Iutane0o. PacnpocTtpaHEéHHOCTD
3THX COOBITHH CO BPEMEHEM HE YMEHbIIANACh.

YacroTa pa3BUTHS OCTPOro NMAaHKPEATUTA, IOATBEPKAEHHOTO 0 PE3yIbTaTaM 3KCIEPTHOM OLIEHKH,
B HccaenoBanusax 3a ¢azbl cocraBuina 0,3% npu npumenennu cemarinytuaa u 0,2% rnpu npuMeHeHUn
npernapaTa CpaBHEHHUS B 2-JIETHEM HUCCIIEI0BAaHUH CEPJIEYHO-COCYAUCTHIX CXO/I0B YaCTOTa PA3BUTUS
OCTPOr0 MaHKpeaTHTa, HOATBEPKAEHHAS 10 pe3yJibTaTaM 3KCIepTHOM olleHKH, coctaBuia 0,5% mnpu
npuMeHeHnu cemariytuna u 0,6% npu npumeHneHuu manedo (cM. pazzaen 4.4.).

¢ CA2 u BbicokuM CC puUCKOM, JUIUTEIbHBIM

TCYCHHUEM CI[ U HCAACKBATHBIM KOHTPOJIEM TJIMKCMUH, HO,Z[TBep)KI[éHHBIe crydyan OCJIO)KHEHHU




COOTBETCTEYET 3K
oT 24.12

nnabeTHYeCKOM PETHHONATHH Pa3BHBAIUCh Y OOJBLIETO deeclgajl"ﬁﬁ%i:p;&%ﬂ "T'I'OJ]I_s?t'l'alB'L'ﬁI'}I%(

cemarnytug (3%), M0 CpaBHEHUIO C MAIMEHTaMH, MoxydaBmrMuy 1anedo (1,8%). Y nmauueHToB C
aHaMHe30M quabeTrueckoil pernHonaTiu B Hauane KW Bo3pacTanne abCOMIOTHOTO pUCKA PAa3BUTHUS
OCIIO)KHEHUH OBUIO BhIMIE. Y TAINHEHTOB C OTCYTCTBHEM IMOATBEPKACHHOTO aHaMHE3a
IabeTHYeCKOW PETHUHOINATUU KOJMYECTBO COOBITHI OBUIO OJWHAKOBBIM IPU TMPUMEHEHHUH
cemarnytugaa u 1uane6o. B KW mpomomkurensHocThio 10 1 roma dacrora HP, cBsizaHHBIX ¢
TMA0CTUYECKON PETHHOMATHEH, OblJIa OJMHAKOBOM B TPYIIIE CEMArIyTH/Ia U MPerapaToB CPaBHCHHUS.

IIpesicoespemennoe npekpaujerue no NPUYUHEe HeXCeramesbHO20 s681eHUs

YacroTa mpexIeBPEeMEHHOT0 PEKPAIlIeHHUs JICYSHHSI B CBSI3U C PA3BUTHEM HEXKeNaTEJIbHbIX SBJICHHIMA
cocraBmwia 6,1% u 8,7% y manueHToB, MONy4aBIIMX JiedeHHe cemaraytuaoMm 0,5 mr u 1 wr,
COOTBETCTBEHHO, 10 cpaBHEHUIO ¢ 1,5% y mamuenToB, mony4aBmux miarne6o. Hanbonee yacteimu
HEXKEIIATEIIbHBIMU  SIBIICHUSIMU, CTaBIIMMH TPUYHHON MPEXKIESBPEMEHHOTO MPEKPAIICHUs, ObLTH
sByeHus co croponsl JKKT.

Peaxyuu 6 mecme 6sedenus

Coo0m1anoch 0 peakiusax B MECTe BBeIeHHUs (TaKUX KaK ChIIIb B MECTE BBEECHUS, MoOKpacHeHue) y 0,6
% u 0,5 % nauueHToB, noiayyaBmux ceMarnytu 0,5 Mr u 1 Mr, COOTBETCTBEHHO. DTU peakLHMH
HOCHJIH, KaK MPaBUJIO, JIETKUI XapaKTep.

Hmmynozennocme

BenencTBue MOTEHITMATBHBIX UMMYHOTCHHBIX CBOWCTB OCJIKOBBIX M TENTHIHBIX JICKAPCTBEHHBIX
MpermapaToB, y TMAalMEHTOB MOTYT TIIOSBHTBCS aHTUTENIA K CEMAridyTHIy IIOCJIe Teparuu
cemarnytugoM. B konme KW mons manueHTOB, y KOTOPBIX ObUIM OOHApYyKEHBI aHTUTENA K
ceMariayTuay B J1t000ii MOMEHT BpeMeHu Oblia Hu3kou (1-3%), HM y OHOTO MaIUeHTa He ObLIn
BBISIBIICHBI aHTUTEJIA, HEUTPAITU3YIOIIUE CEMATIYTH]I, WJIA aHTUTENA C HEHTPAIM3YIOIIUM JICHCTBUEM
B oTHo1enuu suaorendoro I'TITI-1 B KoHIIE HcCIeTOBaHMUSL.

YVeenuuenue vacmomul cepoeunvix cokpawenuii

Ha ¢one npumenenuss aronuctoB peuentopoB [TIII-1 oTmeuanoch yBeaMUeHHE YacTOThHI
CepJICUHbIX COKpallleHUuH. Y MalMeHTOB, MOJYYaBIINX CEMarJyTHJ B HCCIEIOBaHUSAX 3a ¢asbl,
Ha0J110/1a710Ch Cpe/iHee yBenuueHue Ha 1—6 ynapoB B MUHYTY (YI/MUH) ¢ 72 B HayaJle UCCIEeI0BaHUS
1o 76 yn/MuH. B 1oarocpoyHoM Hccie10BaHUM C Y4acTUEM NAIlMEHTOB € CEPJCYHO-COCYAUCTHIMU
(dakTopamu pucka 16% ManMeHTOB, MOJTYYaBIIUX JICUCHUE CEMAriyTHUIOM, UMEIH yBEIMYCHUE
YacTOThl CepACYHbIX coKpameHui >10 yn/mMuH no cpaBHeHuto ¢ 11% manueHToB, MOTyYaBIINX
1ane6o, nocine 2 JieT Je4eHus.

COO6H.I€HI/I${ 0 IOJ03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0mmare 0 1Mojo3peBaeMbIX HEKeJIAaTeNbHBIX PeakUsaX Mocje perucTpalyy rnpenapara c
LeJIbI0 00eCTIeYeHH sl HEMPEPHIBHOIO MOHUTOPUHIa COOTHOILIEHHSI «I10J1b3a — PUCK) JIEKAPCTBEHHOTO
npernapata. MeauIMHCKUM paOOTHHKAM PEKOMEHAYyeTcsl cooOuiarh O JOOBIX IMOJ03PEBAEMBIX
HCXKCIATCIBbHBIX PEAKIUAX IIpHU MPUMCHCHHUH JICKAPCTBCHHOI'O IIpfIriapara CeMaBuK qepes
HalTMOHAJIBHBIE CHUCTEMBbI COO6H1€HI/I$I 0 HCXKCIIATCIIBHBIX pPEeaKOUiAX TOCydapCTB — YJIICHOB
EBpasuiickoro 5KOHOMHUYECKOr0 COI3a.

Poccuiickas ®@edepayus
denepanbHas ciyx0a o Hag30py B cdepe 3npaBooxpanenus (PocsnpaBraazop)
10
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(NMOCNEOOBATENEHOCTE 0007)

Anpec: 109012, Mocksa, CiaBsiHCKas miIomaip, 1. 4,/ctp. 1

Ten.: +7 800 550 99 03

DnekrponHas moura: pharm@roszdravnadzor.gov.ru

Caiit B uH(pOPMAIIMOHHO-TEJICKOMMYHUKAIMOHHOW ceTn «lHTepHeT»:
www.roszdravnadzor.gov.ru

Pecnyonuxa benapyco

PVII «llenTp sKCIEpTU3 U UCIIBITAHUN B 3[PaBOOXPAHEHUN
Anpec: 220037, r. MuHck, niep. ToBapuileckuii 2a
Tenedon: (+375 17) 231 85 14

dakc: (+375 17) 252 53 58

DnekTponHas noyra: rcpl@rceth.by

CaiiT B nH(pOpMAIIMOHHO-KOMMYHUKAIIMOHHOM ceTn «HTepHeT: hitp://www.rceth.by

Pecnybauxa Kazaxcman

PI'TT na TIXB «HanuonanbHbiii LleHTp 3KCHEpTU3bl JIEKAPCTBEHHBIX CPEICTB U MEIUIMHCKHUX
m3nenuit»  Komurera MemunuHCKOro W (GapMareBTHYECKOTO  KOHTPOJss  MUHHCTEpCTBA
3npaBooxpanenus: Pecnyonuku Kazaxcran

Anpec: 010000, r. Actana, paiion baiikonsip, yi. A. Umanosa, 13 (bL] «Hypcayner 2»)

Enunsrii call-center: +7 (7172) 235 135

DnekrponHas nmoura: farm@dari.kz
Caiit B uH(MOPMAIIMOHHO-KOMMYHHKAIIMOHHOH ceTr «MHTepHeT»: http://www.ndda.kz

Pecnyonuxa Apmenus

«Hay4yHbIi LEHTp SKCHEPTU3bI JIGKAPCTB M MEIUIIMHCKUX TEXHOJOTMH WM. akajgeMuka O.
I'abpuensua» AO3T

Anpec: 0051, r. EpeBan, np. Komuraca 49/5

Tenedon: (+374 60) 83 00 73, (+374 10) 23 08 96, (+374 10) 23 16 82

OnekTpoHHas moura: admin@pharm.am

CaiiT B nH(bOpPMAIIMOHHO-TEIEKOMMYHUKAIMOHHOM cetn «MuTepueT»: http://www.pharm.am

Kuipavizckas Pecnyonuka

JlenapTaMeHT JIGKapCTBEHHBIX CPEJICTB M MEIUIIMHCKUX U3/1eInii MuHHCTepCTBa 3ApaBOOXpaHEHUS
KoIpreizckoit pecniyonuku

Anpec: 720044, r. buiikek, yi. 3-4 nuHus, 25

Tenedon: (996) 312 21 92 86

OnekrponHas nodra: pharm@dlsmi.kg

Caiit B mH(OPMAIMOHHO-TEIEKOMMYHUKAIIMOHHOW ceTn «HTepHeT»: https://www.dIsmi.kg

4.9. Tlepemno3upoBka

CHMOTOMEI

B xome KU coobmanock 0 mepeno3upoBKax A0 4 M B OAHOKPATHOW J103€ M 70 4 MT B HENEIIO.
Hawnbonee dactoii HexenmaTenbHOW peakiMed, O KOTOpPOW coo0Imanoch, Oblia TOMIHOTA. Bcee
MAIUEHTHI BBI3JOPOBENH 0€3 OCIOKHEHHIA.

Jleuenue

11
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CrienndUYecKoro aHTUIOTA TPU TIEPEO3UPOBKE ceMarny%hgmjﬁ{%"-'@ﬂmf Lo Sk

MEPEIO3UPOBKH PEKOMEHAYETCSl IPOBENCHUE COOTBETCTBYIOIIEH CHUMIITOMATUYECKOW TEPANUU.
VYuuthiBas UIMTENbHBIA TIEPUOJ BBIBEJICHUS TMpernapata (mpumepHo | Henmensi), MOXKET
MOoTPeOOBATHCS MPOJOIKUTEIBHBINA MTEPHOJ] HAOIIOACHUS U JICYCHHUS] CHMIITOMOB IT€PEI03UPOBKH.

5. ®APMAKOJIOTHUYECKUE CBOMCTBA
5.1. dapmakoamHamMu4ecKHe CBOCTBa

dapmakoTepaneBTHUECKass ~ IPyMma:  CpeAcTBa Ui JICYEHHS  caxapHoro  jauadera;
THITOTJIMKEMHYCCKHE CPEACTBA, KPOME HHCYIHMHOB, aHAJOIH TJIFOKArOHOMOJ00HOro mentuia-l
(T'TIT-1).

Kox ATX: A10BJO6.

MexaHu3M AeiCTBUS

Cemarnyrun siBasiercst aronucrom peuentopos ['TIII-1 (T'TIII-1P), npou3sBeneHHBIM XUMHUYECKUM
CHUHTE30M.

Cemarnytun mnpexacraBiser coboit anamor [TII-1, wumeromuii 94 % TOMOJOTHYHOCTH C
yenoeueckum [TIII-1. Cemarnmyrun aeiictByer kak aronuct [TIII-1P, koTopslii cenekTHBHO
cszbiBaetTcs v aktuBupyet ['TII-1P. I'TIII-1P cnyxut mutnensto ans HatupHoro ['TITT-1.

I'TITI-1 sBasieTcss (PU3MOIOIMUYECKMM TOPMOHOM, OKa3bIBAIOIIUM CpPa3y HECKOJIbKO 3(PQeKTOB Ha
PEryJsIrIO KOHIICHTPALIMHU TIFOKO3bI U alIETHT, a TAKXKe Ha cepAeuHo-cocynuctyto cuctemy (CCC).
BnusHue Ha KOHLIEHTpaLMIO TJIIOKO3bl M anmeTur crneurduuecku omnocpenosano [TIII-1P,
pPACIIOJIOKEHHBIMU B IIOJDKEIYJIOYHOM JKele3e M ToJoBHOM Mosre. dapmakosiorndeckue
KOHIICHTPALlUX CEMAariayTH/1a CHUKAIOT KOHIIEHTPALMIO TJIFOKO3bI KPOBU M MAacCy TeJla IOCPEICTBOM
coyeranust >¢¢exros, onucaHHbix Hwxke. [TIII-1P npexacraBnensl Takke B crenu(uUUecKUx
o0JyacTsIX cepAla, cOCyA0B, IMMYHHOM CHCTEMBI M IOYEK, IIe MX aKTHBALUSA MOXET OKa3bIBaTh
cepaeuHo-cocyauctbie (CC) 1 MUKpOLUPKYISATOPHBIE 3P HEKTHI.

B ortnmuune ot natuBHoro I'TIII-1, npouiéHHbIil epuoa MOIyBBIBEAEHHs cemariyTujaa (okoio 1
HEJIeN) TMO3BOJISEeT MPUMEHATh ero NOAK0XKHO (1/k) 1 pa3 B Hexento. CBsi3bIBaHUE € alTb,OYMHUHOM
SIBJIIETCSI OCHOBHBIM MEXaHU3MOM JJTUTENBHOTO IEHCTBUS CEMariayTH/1a, YTO MPUBOJIUT K CHIDKEHHUIO
€ro BBbIBEJICHUS MOYKAMM U 3alllUIIAeT OT MeTaboiuueckoro pacrnanga. Kpome toro, cemarmytun
cTaOuJIeH B OTHOILLIEHUH paCIlEIICHHUs] PepMEHTOM IUNENTHANINENTH1a301-4.

CeMarnyTuJl CHHXAeT KOHIEHTPALMIO TJIIOKO3bl KPOBHM TIOCPEICTBOM TIJIFOKO303aBUCHUMBIX
CTUMYJISIUM CEKpEIMM WMHCYJIMHAa W TOJABJIEHUS CEKpelUH IJIIOKaroHa. Takum oOpa3oMm, IpH
MOBBIIIECHUY KOHIIEHTPALMM TIIOKO3bl KPOBH IPOUCXOAMT CTUMYJISLUSA CEKPELUUU HHCYIUHA M
MIOJIaBJIEHUE CEKPELMM TJIIOKAroHa. MexaHW3M CHUXXEHMsI YPOBHSI TJIMKEMUHU BKIIIOYAET TaKKe
HEOOJIBIIYIO 33/IEP)KKY OIOPOKHEHMs KelyJKa B paHHeW mocTnpaHauaibHoW ¢aze. Bo Bpems
TUIIOTJIMKEMHH CEMAriyTH/l YMEHBIIAET CEKPELMIO MHCYJIMHA U HE CHMXKAET CEKPELMIO TIIFOKAaroHa.
CeMarnyTtuj cHU)XaeT oOLIyl0 Maccy Tejla U Maccy >KUPOBON TKaHHM, yMEHbIlas NoTpediieHue
sHEepruu. J{aHHbIM MeXaHN3M 3aTparuBaeT olliee CHIKEHUE alllleTUTa, BKII0Yasl yCUJICHHE CUTHAJIOB
HACBILIEHUS U OocjlabjieHue CUTHAJIOB T0JI0/A, a TAKXKE YIIydllIeHHEe KOHTPOJIS MOTPeOIeHUs TUIIU U
CHIDKEHHE TArM K nuiie. CHWXKAeTCs TakKe HWHCYIMHOPE3UCTEHTHOCTb, BO3MOJKHO, 3a CUET
yYMEHbIIEHUS Macchl Tena. [loMmumo 3TOro, ceMaryyTh CHUKAeT MPEANOYTEHNE K MPUEMY UL C
BBICOKUM COJIepKaHUeM KHUpoB. B rcciaenoBaHuax Ha )KMBOTHBIX OBIJIO MMOKa3aHO, YTO CEMaryTh]
MOTJIOIAETCS CHEU(PUUECKUMHE 00JaCTAMU TOJOBHOTO MO3Ta U YCHWJIMBAET KJIIOYEBbIE CHUTHAJIBI
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HACKIIICHHS, B OCJIA0JIsIeT KIIOUYEBhIE CUTHANBI TOJIOJA. B03HEEQQVM%6J¥I§AEEM{';IIHE _'s'lqlzrcl'f;h

MY OTUETY

TKaHEW TOJIOBHOTO MO3ra, CEMArIyTHJ aKTUBUPYET HEHPOHBI, CBA3aHHBIE C UYBCTBOM CBITOCTH, U
[10/1aBJISI€T HEMPOHBI, CBSI3aHHBIE C YYBCTBOM TOJIOZA.

B xnunnueckux uccnenoanusx (KM) cemarnmyrui oka3biBai MOJ0KUTENBHOE BIUSHUE HA JTUIIHIbI
IJ1a3Mbl KPOBH, CHUYKAJI CUCTOJIMYECKOE apTepralibHOe faBieHue (AJl) 1 yMeHblIall BOCIIaJIEHUE.

B uccnenoBaHusAx Ha JKMBOTHBIX CeMariyTH] MOAABIAET PA3BUTHE aT€pPOCKIIEPO3a, Mpeaynpexias
JanbpHellee pa3sBUTHE a0PTAIBHBIX OJIAIIEK U YMEHbIask BOCHAJIEHUE B OJIAIIKAX.

dapmarkogmaamuueckue 3O HEKTHI
Bce dpapMakoguHamMuuecKkue HCCe0BaHus ObLUTH IPOBEACHBI IMociie 12 Hemeab Tepanuu (BKIItoYas

IIEPHUOJ] YBEIMUEHUS J03bl) B pABHOBECHON KOHIIEHTpaluu cemariayrtuaa 1 mr 1 pas B Heznento.

Ypoeenwv enuxemuu namowak u nocmnpanouanbHulil YpoGeHs 2nuKeMul

CeMaryyTuJl CHMYKAeT KOHLEHTPALMIO IJIFOKO3bl HATOLIAK M KOHLEHTPALHUIO MOCTIPAHIUAIbHON
rioko3bl. Ilo cpaBHeHMIo ¢ mianebo Tepanusi ceMariyTHAOM | Mr y MalUMeHTOB C CaXapHbIM
muaberom 2 tuma (C/I2) mpuBOAMJIa K CHIDKCHHIO KOHIEHTPALMH TJIFOKO3bI C TOYKH 3PCHHSI
abCONIOTHOTO M3MEHEHHsI OT MCXOJHOTO 3HAa4YeHHs (MMOJB/IT) U OTHOCHTEIHHOTO CHIIKEHHUS IO
cpaBHEHHIO ¢ 1ianedo (%) B OTHOIICHUH: KOHIICHTPAIMU TIF0K03bI Hatomak (1,6 Mmmous/it; 22 %);
KOHIIEHTPAIIMU IIIIOKO3bI uepe3 2 yaca nocie npuéma nuiu (4,1 mmons/m; 37 %); cpeaneii cyTouHoM
KOHIIEHTpaLuH r1roKo3bl (1,7 MMoub/i1; 22 %) v moCTHpaHIuaIbHBIX TUKOB KOHIICHTPAIIUY TITFOKO3bI
3a 3 mpuéma mumu (0,6—1,1 mmons/n). CeMariiyTHa CHUXaJI KOHIICHTPAITUIO TIIFOKO3BbI HATOIIAK
MOCJIE BBEACHUS MEPBOM JO3BI.

Dyuxyus bema-Kiemox nooHceayOOYHOU Hcene3vl U CeKpeyus UHCYIUHA

Cemarnyrun ynydiiaer GyHKIMIO OeTa-KJIETOK MOJDKEIyA0YHOM skene3bl. [lociae BHYTpHUBEHHOTO
CTpYHHOTO BBEACHHUS TIOKO3bI ManueHTam ¢ CJ[2 cemariayTuj mo CpaBHEHHUIO C IUIanebo yimydinan
MEPBYI0 U BTOPYIO (hasy MHCYIMHOBOTO OTBETa C TPEXKPATHBIM U JBYKPATHBIM TOBBIIICHHEM,
COOTBETCTBEHHO, M YBEIWYMBAI MAaKCUMaJbHYIO CEKPETOPHYIO aKTUBHOCTh OeTa-KJIEeTOK
MO/KETYI0YHON JKeNe3bl MOCie TecTa CTUMYISLUU aprMHUHOM. Kpome Toro, mo cpaBHEHHIO C
ae0o Tepanws CeMariiyTHIOM YBeITUYHBACT KOHIICHTPAIIMY UHCYJIMHA HATOIIIAK.

Cekpeyus enrokazona

CemariyTu CHIKaeT KOHIIEHTPAIMIO TIIIOKaroHa HAaTOMIAK M MOCTIPAaHAHAIBHYIO KOHIIEHTPAIHIO
riokaroHa. Y mnanueHtoB ¢ CJI2 cemarnyTua TNpPUBOAUT K OTHOCUTEIBHOMY CHUKEHHIO
KOHIIEHTPAllMU TJIIOKAaroHa MO CPaBHEHHIO C IJIanebo: KOHIIEHTpAIMM TIIOKaroHa HaTomak (8—
21 %), mocTrpaHAMaIbLHOTO TIIF0KaroHoBoro oreera (14-15 %) u cpenneit CyTouHOM KOHIIEHTPALIUU
rirokarona (12 %).

[ mokoszo3zasucumas CeKpeyust UHCYIURA U STIIOKO303ABUCUMAA CeKpeyUus SIIIOKAcOHA

CeMaFHYTI/IJI CHUXXal BI)ICOKYIO KOHI_[eHTpaI_[I/IIO TJIFOKO3bI B KpOBI/I, CTI/IMy.]'II/Ip}ISI cereumo I/IHCyJ'II/IHa
W CHWXAas CEKPEIUIO TIIOKaroHa TIFOK0303aBUCHUMBIM CITOc0O00M. CKOpPOCTh CEKpEeIuy WHCYJIHWHA
mocie BBeJeHUs cemariytuna nanueHtam ¢ CJ/[2 Oputa comocTtaBUMa C TakOBOM y 370pPOBBIX
T0OPOBOJIBIICB.

Bo Bpemsi MHIyIIMPOBaHHOW THIIOTTIMKEMUU CEMAriyTU] MO CPaBHEHHIO C IUIanebo He M3MEHSUI
KOHTPPETYJISATOPHBI OTBET TOBBINICHUS KOHIEHTPAIMU TJIOKaroHa, a TakkKe He YyCYryOus
CHUXeHue KoHleHTpauu C-nentuna y nauueHTos ¢ CL12.

13



COOTEBETCTEBYET 2K
oT 24 12 2025 Mz 32138

(MOCNEQOBATENEHOCTE 0007)

Onopooicnenue dtcenyoka

CemarnyTu BbI3bIBaJl HEOOJBIIYIO 33JE€PXKKY PAHHEr0 MOCTIPAHIMAIBLHOTO OMOPOKHEHUS
JKEITYJIKa, TEM CaMbIM CHUXasi CKOPOCTh IMOCTYIUIEHUS IIOCTIIPAHANAIbHOM ITIIOKO3bI B KPOBb.

Macca mena u cocmas mena

Habnronanoce Gosblee CHIKEHHE MAcChl Tela IpU NMPUMEHEHHHM CEMariyTHAa 10 CPaBHEHHUIO C
W3YYCHHBIMH TIperapataMu CpaBHEHUs (Iuiane®o, CHUTArIMOTHHOM, YKCCHATHIOM 3aMEICHHOTO
BbICBOOOXKIeHHs (3B), mynarimyTuIoM M WHCYIHMHOM TiapruH) (cM. moapasnen «KimHudeckas
3pGEeKTUBHOCT, W 0Oe30macHOCTh»). [loTeps Macchl Tena MNP TPUMEHEHHH CeMariyTHIa
MPOUCXOJIIIA TPEHMYIIECTBEHHO 3a CYET IOTEPU KUPOBOH TKaHHW, MPEBBIIIAIOIICH MOTEPIO
MBIIIEYHOM Macchl B 3 paza.

Annemum, nompebienue Kaiopuil u 6blO0p NPOOYKMo8 NUMAHUS

ITo cpaBHeHuio ¢ manedo cemMaryTu cHU3WI norpebienue kamopuit Ha 18-35 % Bo Bpemst Tpéx
nocienoBarenbHbix npuémoB mumm ad libltum. DrtoMy crnocoGcTBOBaIM CTUMYJIMPOBAHHBIC
CeMariIyTHIOM TOAABJICHUE alllleTUTa KaK HATOIIAK, TaK M MOCiIe NMpUéMa NHIIH, YIy4IICHHBINR
KOHTPOJIb TIOTPEOJICHHS ITUIIH, OCJIA0JICHUE TATH K €/1€, 0COOEHHO C BBICOKUM COJICp)KaHHEM JKUPOB.
Jlunuovl Hamowax u NOCMIPAHOUAIbHBLE TURUOBL

[To cpaBHeHHIO C Mmyanedo cemMariyTua CHIDKaJl KOHLUEHTPALUH TPUTIIMIEPHIOB U XOJECTEpUHA
JUnonpoTrenHoB oueHb HU3KoM miuotHocTH (JITIOHII) naromak Ha 12 % u 21 %, cooTBeTCTBEHHO.
[TocTipanananpHOE yBEJIMYEHHE KOHLEHTpauuu TpuriunepuioB u xonecrepuna JIIIOHII B oTeer
Ha MPUEM MUIIHU C BEICOKAM COZEP)KaHUEM KUPOB CHU3HUIIOCH Ooiiee uem Ha 40 %.

Dnekmpoguzuonozus cepoya (3Dc)

JleiicTBue ceMariiyTujia Ha TMPOLECC pPEeNoyIpu3aluyd B cepile ObLI0 MPOTECTUPOBAHO B
uccnenoBannu Ddc. [lpuMeHeHune cemarityTuaa B J03aX, MPEBHINIAIOIINX TepaneBTHYECKHUE (B
pPaBHOBECHOM KOHIEHTpaluu A0 1,5 Mr), HE MNPUBOAMIO K Y/UIMHEHHUIO CKOPPEKTHPOBAHHOTO
nntepsana QT.

Knunuyeckas 5 QexkTHBHOCTE U 6€30MacHOCTh

Kak ynydmienue riamkeMudeckoro KOHTpossi, Tak U cHukeHue CC 3a0051eBaeMOCTH U CMEPTHOCTH
SIBJISTFOTCST HEOThEeMJIEMOU JacThio JieueHus CJ12.

OddekTHBHOCT, W 0€30MacCHOCTh cemariayTuaa B go3ax 0,5Mr um 1 Mr omeHUBaIuCh B IIECTH
panaoMu3upoBaHHbIX KoOHTpoaupyembix KU 3a ¢a3sl. 3 Hux nate KU B kauecTBe OCHOBHOM LIENH
oueHUBaIM 3()(HEKTUBHOCTh TNIMKEMUYECKOI0 KOHTPOJISA, B TO BpeMs kak onHo KU ouenuBasio B
kayecTBe ocHOBHOM 1enu CC ucxon. B nononxenue Obtu nposeensl asa KU cemarnytuna 3 ¢assl
C Y4aCTHEM SITOHCKUX MAalUEHTOB.

B nononnenue OblI0 mpoBeneHo wuccinenoBaHue 3b ¢asel ansg cpaBHeHUS 3((HEKTUBHOCTH U
Oe3omacHOCTH ceMariyTua B go3ax 0,5 mr u 1 Mr onuH pa3 B Henemnto ¢ aynartytuaom 0,75 Mr u
1,5mr oauH pa3 B Hememro, cooTBeTCTBeHHO. Takke Obuio mpoBeaeHo KU 3b dasel ¢ memnsio
n3ydeHus: 3(pPeKTUBHOCTH U O€30MacCHOCTU CeMariayTuja B KadecTBE JIOMOJIHEHMS K JICYEHHIO
MHTHOUTOPOM HATPHUII3aBUCUMOTO MepeHOCYNKa TtoKo3bl 2 Tuna (SGLT2).

Tepanus cemarayTuoM MPOJEMOHCTPUPOBAIA YCTOMYMBBIE, CTATUCTUYECKH NPEBOCXOSAIINE U
KJIMHUYECKH 3HAaUUMBbIe yiIydllieHue nokaszarens HbA1c u cHI»keHre Macchl Teja Ha CpoK J10 2 JIeT 1O
CPaBHEHHMIO C IU1a1ed0 U JIeYeHUE C aKTUBHBIM KOHTPOJIEM (CUTATJIUIITHHOM, HHCYJIMHOM TJIapIuH,
sKceHaTuaoM 3B u nynaraytuaom).

Bospacr, o, paca, sSTHHYECKast MPUHAICKHOCTh, HCXOIHBIC 3HAaUYEHUS HHIeKkca Macchl Tena (MMT)
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MOBIUSUIN Ha 3((EKTUBHOCTH CEMariyTuia.

Kpowme Toro, 6su10 npoBeaeno KU 3b dhassl ¢ 1ienbio u3yueHus ASHCTBUS/BIUSHUS CEMArIyTUAA 110
CPaBHEHHUIO C MHCYJIMHOM acnapT, 00a B Ka4eCTBE JOMOIIHEHUS K METOPMUHY U ONITUMU3HPOBAHHON
Tepanuu uHcyauHoM rinaprud 100 EJL.

Monomepanus

Momnoteparnus cemaraytuaoM B go3ax 0,5mr m 1 mr 1 pa3 B Hemento B TeueHue 30 Hemenb 1O
CPaBHEHHUIO C MIanebo npuBesa K CTaTUCTHYECKU Oojiee 3HaYMMOMY CHUKEHHIO okaszateneit HbA1c
(-1,5 %, -1,6 % npotus 0 %, COOTBETCTBEHHO), ITtOKO3bI M1a3Mbl HaTomak (I'TITH) (-2,5 Mmmoste/m, -
2,3 MmMob/11 ipotus -0,6 MMOITB/T, COOTBETCTBEHHO) U Macchl Tena (-3,7 kr, -4,5 kr nportus -1,0 kr,
COOTBETCTBEHHO).

Cemaenymud no cpaemenuio ¢ CUMAIuNmMuHom, oba 8 Kombuumayuu c [-2 nepopanbHbiMU
eunozaukemuveckumu npenapamamu (IITTI). (memgpopmunom u/unu npenapamamu 2pynnol
MUasonUOUHOUOHA)

Tepanusi cemarnytugom 0,5mr u 1 mMr 1 pa3 B Henenro B TeueHUE 56 HeNenb MO CPABHEHUIO C
CUTArJIMNTUHOM IIpUBEJNa K YCTOWYMBOMY M CTAaTUCTUYECKH OoJjiee 3HAYUMOMY CHHIKCHHIO
nokaszareneii HbAie (-1,3 %, -1,6 % nporus -0,5%, coorBerctBenno), I'TTH (-2,1 mmouns/a, -
2,6 MMoB/11 IpoTHB -1,1 MMOJIB/TI, COOTBETCTBEHHO) M Macchl Tena (-4,3 kr, -6,1 kr mportus -1,9 kr,
COOTBETCTBeHHO). Tepamus cemarmytuaoM 0,5Mr m 1 Mr mo CpaBHEHHIO C CHUTArJUNTHHOM
3HAYUTENIBHO CHMXana cucrtoindeckoe AJ[ or ucxoanoro 3HaueHus B 132,6 mm pr.cT. (-5,1 MM
pT.CT., -5,6 MM pT.CT. IPOTUB -2,3 MM PT.CT., COOTBETCTBCHHO). VI3MeHeHnH nuactomudeckoro A/l
HE TPOUCXOAUIIO.

Cemaznymuo no cpagueHuro ¢ 0yia2iymuoom, 06a 8 KOMOUHayuU ¢ Mem@opmMuHom

Tepanus cemarnyrunom 0,5 mr o cpaBHenuto ¢ pynarnytuaom 0,75 mr, oba 1 pa3 B Hepemno Ha
npotrskeHnn 40 Hezenb, IpuBelia K yCTOMUYMBOMY M CTATUCTUYECKU MPEBOCXOASIIEMY CHUKEHHUIO
nokasareneit HbA1c (-1,5 % nportus -1,1 %), I'TIH (-2,2 MMosb/1 ipoTuB -1,9 MMOJIB/JT) B Macchl
tena (-4,6 Kr mpoTHB -2,3 KT'), COOTBETCTBEHHO.

Tepanust cemarnyrunoMm 1 Mr mo cpaBHeHHUIO ¢ aynariaytugom 1,5 mr, oba 1 pa3 B Henmenmo Ha
npotshkeHnu 40 Heelb, IprUBeiia K YCTOMYUBOMY U CTATHCTUYCCKU TPEBOCXO/ISIIEMY CHUKCHHIO
nokasareneit HbAic (-1,8 % nportus -1,4 %), I'TIH (-2,8 MMoJb/T IPOTUB -2,2 MMOJIB/JT) B MacChI
tena (-6,5 kr mpotus -3,0 KT'), COOTBETCTBEHHO.

Cemaenymuo no cpaguenuro c¢ skcenamudom 3B, oba 6 kombunayuu c memgopmunom uau
Mem@opMUHOM COBMECHHO C NPOUIBOOHBIM CYIbHOHUTIMOYEBUHBL

Tepanus cemarnyrumom 1wmr 1 pa3 B Hemento Ha MPOTSDKEHUH 56 HeENENb MO CPaBHEHHUIO C
skceHatuoM 3B 2,0 Mr mpuBena K YCTOWYUBOMY U CTAaTHCTUYCCKU 00JIee 3HAYMMOMY CHIDKECHHUIO
nokazareneit HbAixc (-1,5 % mpotus -0,9 %), I'TTH (-2,8 mmosb/m mipoTuB -2,0 MMOJIB/TT) B MacChl
tena (-5,6 kr mpoTus -1,9 KT), COOTBETCTBEHHO.

Cemaznymuo no cpasHenuio ¢ UHCyIuHom uapeun, oba 6 komounayuu ¢ 1-2 III'TTI (monomepanust
MempopMunom unu MemgopMuH ¢ NPOU380OHBIM CYIbDOHUIMOUEBUHbL)

Tepanus cemarnyTtuaom B 1o3ax 0,5 mr u 1 Mr 1 pa3 B HeIeIO IO CPaBHEHUIO C MHCYTUHOM TTIapTUH
B TeueHue 30 HeJenb MpUBeNa K CTATUCTUUYECKU 0oJiee 3HAYMMOMY CHIKEHHIO Tloka3aTteneid HbA 1.
(-1,2 %, -1,6 % nporus -0,8 %, cooTBeTcTBeHHO) U Macchl Tena (-3,5 kr, -5,2 kr mpotus +1,2 kT,
COOTBETCTBEHHO).

Cuamxenne nokazarenss ['TIH Obuto cratucTudecku Ooliee 3HAUMMBIM 71T cemariayTtuaa 1 mr 1o
CpPaBHEHHIO C WHCYIWHOM TiapruH (-2,7 Mmonw/n mpoTtuB -2,1 Mmons/m). He wHabmromanock
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CTATUCTUYECKU O0JIee 3HAUNMOEe CHIKeHMe mokasareis [ TITH ﬂﬂlgéMlgfg);ﬁhuaT@gllblﬁ(;éjaf/'HVIlOJIII;/h

(CMEPTHOMY OTUETY

npoTHB -2,1 MMOJIB/1).

Jlons TanMeHToB, Yy KOTOPBIX HAOMIOJAMHMCh TOKENBIE WM ToATBepkAEHHBIE (<3,1 MMOIB/M)
SMH30/Ibl TUIIOTJIMKEMUH, OblIa HUKE Tipu mpuMenenuu cemarnytuaa 0,5 mr (4,4 %) u cemarnytuaa
1 wmr (5,6 %) o cpaBHeHuto ¢ nHCYIUHOM riaprus (10,6 %).

Bonpire manueHTOB jgocTHriaM mokaszareias HbAic <7 % 0e3 TsOKEIbIX WM MOATBEPIKACHHBIX
SMU30/10B THUIOTIMKeMUU U Oe3 Habopa Beca npu npuMeHeHuu cemariaytuga 0,5 mr (47 %) u
cemarinytuaa 1 mr (64 %) 1o cpaBHEHHUIO ¢ HHCYJIUHOM riiaprus (16 %).

Cemaenymuo no cpaenenuio ¢ niayedo, 0o6a 8 KomouHayuu ¢ 6A3a1bHLIM UHCYIUHOM

Tepamusa cemarmyrugom B go3ax 0,5Mr u 1 Mr mo cpaBHeHuto ¢ miane6o B teueHue 30 Hemenb
NpUBEJIa K CTATUCTUYECKH OoJiee 3HAYMMOMY CHIKeHUIo nokazateneid HbA1c (-1,4 %, -1,8 % npoTus
-0,1%, coorBerctBenno), ITIH (-1,6 mmons/m, -2,4 mmonws/n  mpotuB  -0,5 mmonw/m,
COOTBETCTBEHHO) U Macchl Tena (-3,7 KT, -6,4 Kr npoTuB -1,4 KT, COOTBETCTBEHHO). HacToTa TAXKEIBIX
WM TOATBEPKAEHHBIX 3IHU30/]0B TUIIOTIMKEMUHU CYIIECTBEHHO HE Pa3jinyaiach MpU MPUMEHEHUU
cemariytuja u miane6o. Jlons narueHToB ¢ nokasatesneM HbA1c <8 % Ha ckpuHUHTE, COOOLIUBIITIX
0 TSXKENBIX WM MOATBEPKAEHHBIX (<3,1 MMOJB/T) 3MU30/1aX TUMOTIMKEMHH, ObLa BBILIIE MPHU
MIPUMEHEHUU CeMarjiyTuja 0 CPaBHEHUIO C Iaedo U COMoCTaBMMa y MallMeHTOB ¢ MOoKa3aTelleM
HbA1c >8 % Ha ckpuHUHTE.

Cemaznymuo no cpasnenuto ¢ niayebo 6 kavecmee 0onoanenus Kk mepanuu uneuoumopom SGLT2 (8
Kayecmee MOHOMeEpANUU UAU 6 KOMOUHAYUU C NPOU3BOOHBIM  CYIbHOHUIMOUEBUHbI  UTU
Mem@opmunom)

Tepanus cemariyTHaoM B 7103€ 1 MT pa3 B HEJIENIO B KAYECTBE JAOMOIHEHUS K Tepanuyi HHTHOUTOPOM
SGLT2 (B xauecTBe MOHOTEpPAINIUU UM B KOMOMHALIMU C MIPOU3BOIHBIM CYJIb()OHUIMOUYEBUHBI WM
MeThOpPMHUHOM) IO CPaBHEHHMIO € Mianedo pa3 B Hemenro B Tedenue 30 Hemenb MpuBena K
CTaTHCTHUYECKH 3HAYMMOMY CHIDKeHHI0 mokazareneii HbAie ( -1,5% mnporus -0,1 %,
cootBercTBeHHO), I'TIH (-2,2 MmMoub/it ipotuB 0 MMOJIB/JI, COOTBETCTBEHHO) M Macchl Tena (-4,7 Kr
potuB -0,9 KT, COOTBETCTBEHHO).

Cemaznymuo no cpasHenuio ¢ UHCYIUHOM acnapm 8 Kauecmee OONOIHEHUs. K mepanuu UHCYIUHOM
enapaut 8 KoMouHayuu ¢ Mem@opmMuHom

B 52-wenensnoe otkpritoe KU Obuto panmomusupoBano 1748 marmeHToB B cooTHomeHuu 1:1 ¢
HeasiekBaTHO KoHTponupyembiM CJI2 mocne 12-HeAenpHOTO MOATOTOBHTENHHOTO TMEepuojaa Ha
Tepanuy UHCYTUHOM TJIApTUH U MeTPOPMUHOM i ipuMeHeHus cemaraytuaa (0,5 mr aubo 1,0 mr)
1 pa3 B HeJeno WM WHCYIWHA acmapT 3 pa3a B CyTKU. BriIroU€HHAs MOMyNAlUsS UMeNa CPEeTHIO0
MPOJIOJDKUTENBHOCTh nuaberta 13,4 roma w cpennmii mokasarens HDA. 8,6 % ¢ 1erneBbiM
nokazareaem HbA. 6,5-7,5%. Ha 52-ii menene mokaszarens HDA. cumsmics Ha 1,5 % mpu
MpUMEHEHUH ceMariyTuaa u Ha 1,2 % Ha Tepanuu MHCYIMHOM acnapT. KoimdyecTBo 3Mu3070B
TSOKENBIX TUIIOTJIMKEMUN B 00€uX TpyMIax Tepanuu ObUIO HU3KUM (4 3mM307a MpU MPUMEHEHUU
cemarjiayTuja 1 7 3MU30/10B Ha TEPANUN HHCYJIMHOM acnapr).

Cpennsist ©cxoIHAsl Macca Tela CHU3MIACh Ha 4,1 KT Mpu MpUMEHEHUH CeMariyThia U yBeITUIniIach
Ha 2,8 KI Ha Tepanuy HHCYJIMHOM aclapT, a pacueTHas pa3HuIla B JiedeHHH coctaBuia -6,99 kr (95 %
JU ot -7,41 no -6,57) na 52-it Henene.

Kombunayus ¢ monomepanueti npouzso0HbIM CYIb@OOHUIMOUEBUHBL

Ha 30-it memene KU1 (cm. moapasgen «Ouenka Baussaus Ha CCCy») Obuta IMpOW3BEJCHA OIEHKA
MOATPYIIBI U3 123 manueHToB, HAXOIAIIMXCS  HA  MOHOTEpanuMd  MPOU3BOJIHBIM
cynshormMoueBuHbl. Ha 30-ii Henene mokazatenb HbAi. causmics va 1,6 % u wa 1,5 % npum
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MpUMEHEHUH cemariayTtuga B mo3zax 0,5 mr u 1 wmr, CDOTBGTC”II;EQIZIII:;O—J %Emﬁﬁﬂé&"ﬁé&i‘ %: 'r'I—t')i/I

COOTBETCTBYET ZKCNEPTHOMY OTUETY

NPUMEHEHHH Tu1are6o.

Kombunayus c npedsapumensvuo cmewannvim uncyiunom = 1-2 IIT'TTIT

Ha 30-ii nenene KU (cm. moapasmen «Ouenka Bausiaus Ha CCCy») Obuta MpOU3BEJCHA OIICHKA
noArpynnsl U3 867 MaIlMEeHTOB, HAXOIALIUXCS Ha TEpalud MPEIBAPUTEIBLHO CMEIIaHHBIM
nHCYIMHOM (B komOuHaruu uin 6e3 2-x [II'TTI). Ha 30-if nengene nokaszarenb HbA1c cHu3mics Ha
1,3 % una 1,8 % npu npuMeHeHHH ceMariryTuaa B 103ax 0,5 Mr u 1 Mr, COOTBETCTBEHHO, Ml CHUZHJICS
Ha 0,4 % npu nmpuMeHeHuH 1u1aneoo.

Coommuowenue nayuenmos, 00Cmuuux yeneeo2o cHudicenus noxkazamens HbAic

J1o 79 % manueHToB JOCTHUIIIHU 1IEJICH JICUSHUS B OTHOIICHUHU CHUXKEHUS mokazaTenst HbA1c <7 %, u
JIOJISl TAKUX TAIIMEHTOB ObLIa 3HAYUTEIHLHO OOJIbIIIEe IPU MPUMEHEHUU CEMAriayTHIa [0 CPABHEHHIO C
MAlMEeHTaM¥, TOJYYaBIIUMU CUTATJIUNTHH, SKCeHatu] 3B, WHCYIWH THapruH, AYIariyTHA |
tane6o.

Jlons manmeHToB, nocTUrmux nokasarenss HbAic meree 7 % 06e3 TSHKENBIX WIIM MOATBEPKIAEHHBIX
SMU30/I0B TUIIOTTMKEMUU M Oe3 Habopa Beca, Oblla 3HAYUTENHHO OOJbIIE MPU MPUMEHEHUU
cemarinytuga B jo3ax 0,5mr m 1wmr (mo 66 % u 74 %, COOTBETCTBEHHO) MO CpPaBHEHHUIO C
naryueHTaMu, MoTydaBuMu cutaraunTa (27 %), sxkceHatua 3B (29 %), uncynun riaaprud (16 %),
aynaraytun 0,75 mr (44 %) u nynarnytua 1,5 mr (58 %).

Macca mena

Mounorepanusg cemMarayTuaoM 1 wMr uaum Tepanuss B KOMOMHauMM C 1-2 JIeKapCTBEHHBIMU
npermapaTamMy MPUBOHIIA K CTATUCTUYCCKH OOJBIIEMY CHIDKEHUIO MACChI Telia (TIOTepsi COCTaBIIsIIa
10 6,5 Kr) Mo CpaBHEHUIO C Tepamueil mianedo, CUTArJMITHHOM, SKCeHaTuAoM 3B, mHCynuHOM
TJIApTUH WK ayiaarayTtuaoMm. CHIKEHUE Macchl Teia ObUI0 YCTOMYMBBIM HA CPOK JI0 2-X JIET.

[Tocne omnHoro rojma Tepamuu motepu macchl >5 % u >10 % npocturino Oosbliee KOJIUYECTBO
MAUEHTOB, noxy4aBmux cemarnytus 0,5 mr (46 % u 13 %) u 1 mr (mo 62 % u 24 %), o cpaBHEHHUIO
C MalMeHTaMH, HaXOAUBIIMMUCS Ha TEPANTUM aKTUBHBIMHU IIpenapaTaMy CPaBHEHUS! CUTATJIUIITUHOM
u skcenatuom 3B (1o 18 % u 10 4 %).

B KU mnurensHocThio 40 Henmenb motepu Macchl >5 % u >10 % mocturio 60sbiee KOJTUYECTBO
ManueHToB, momydaBmmx cemarmytun 0,5 mr (44 % wu 14 %), mo CpaBHEHHIO C TAIMEHTaMH,
noydaBimumu aynaraytua 0,75 mr (23 % u 3 %). [lotepu maccer >5 % u >10 % gocturio Gosbiee
KOJINYECTBO MALMEHTOB, MoJydaBUIMX cemarnyTux 1wmr (mo 63 % u 27 %), mo cpaBHEHHIO C
narnueHTamMu, norydapmumu aynariaytad 1,5 mr (30 % u 8 %).

B CC KW mnorepu maccel tena >5% u >10 % nocturiio Oombliiee KOJTHMYECTBO MAIMEHTOB,
nonyuyaBiux cemartytua 0,5 mr (36 % u 13 %) u 1 mr (47 % u 20 %), 1o cpaBHEHHIO C TAI[UEHTAMH,
noay4apmum iamne6o 0,5 mr (18 % u 6 %) u 1 mr (19 % u 7 %).

I'lIH u nocmnpanouanbHoe ygeruyeHue KOHYeHmpayuy 2oKo3bl

Bo BpeMms Bcex TpEX exxeqHeBHBIX MPUEMOB iy ceMaraytua 0,5 Mr i 1 Mr mokasza 3HaYUTEITLHOES
cHmwkenne KoureHTparuu [TIH mo 2,8 MMONB/T M CHUXKEHHE IOCTIPAHANAIBLHOTO TPUPOCTa
KOHIIEHTPAIIMH TJIFOKO3BI 110 1,2 MMOJIB/JT (pa3HuIia MEX 1y 3HAYSHHUSIMHE JI0 U TTOCIIE eIbl, TOJTyUYeHHAas
nocye Tpéx MpuéMOB MHUIIK) (B TOMOJIHEHHE CM. mopasaen «DapmakoauHaMudeckue d3QPeKTo»).
DyHryus bema-Kiemox nooAHceryO0YHOU JHeene3bl U UHCYIUHOPE3UCTIEHIMHOCHIb

B xone tepamuu cemarmytugom 0,5 mMr u 1 Mr mpowusomio ynydiieHue (YHKIUU OeTa-KIeTOK

MOJIKETYA0YHOM JKeJIe3bl U YMEHbIIEHUE HHCYJIMHOPE3UCTEHTHOCTH, YTO MOATBEPIK/IaETCS OLEHKON
roMeocTaTUYecKux Mozenell ¢GyHKIuM Oera-KiIeTok mnomkenynouHoi xkenessl (HOMA-B) u
uncynuHopesucteHTHocTH (HOMA-IR) (B nomosnnenue cM. moapazzaen «PapMakoguHaAMHUYECKHe
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Jlunuowi

Bo Bpems KU cemarmyTtuna HaOmMO#an0Ch yiydlieHHe NpoQuias JIUMHI0B KPOBH HATOIIAK,
MPEUMYILIECTBEHHO B Tpymme, IMody4yaBimied ao3y | mr (B JIOMOJIHEHHE CM. MOJpa3fen
«DapmakouHAMUYECKUE SPPEKTHI»).

Ouenka 8IUAHUA HA CePOSYHO-COCYOUCYIO CUCTEMY

3297 mammenToB ¢ C/I2 u Beicokum CC puckoM ObUIM paHIOMH3UPOBAHBI B BOMHOE cienoe KU
nATeNbHOCTRIO 104 Henmenu Ha monydenue cemaritytuaa 0,5 mr uinu 1 mr 1 pa3 B Henenro au6o0
mane6o 0,5 mr wim 1 mMr B gomnonHeHue kK cranaaptHod Tepanuu CC 3a0oneBaHU B TEUYCHHE

MOCIIEAYIONUX JIBYX JICT.

Tepanus cemariyTuJjoM NpuBeNa K CHHKEHUIO HAa 26 % pHCKa NEpBUYHOTO KOMOMHHUPOBAHHOTO
UCXoJa, BKIOYamImero cmepte no npuunHe CC maromoruu, wHpapkT muokapaa (MM) 06es
CMEpPTENhHOIO0 HMCXOJa M HHCYIBT 0€3 CMepTeIhbHOro HMCXoaa. B mepByr odepenp 3TO ObLIO
00yCIIOBJICHO 3HAUYUTEIbHBIM YMEHBIIICHHEM YacTOThI HHCYNbTA 6€e3 cMepTenbHoro ucxona (39 %) u
HE3HAYUTENIbHBIM yMEHbIIIeHHEeM 4acToThl IM 6e3 cMepTenbHoro ucxoma (26 %), Ho 6e3 u3MeHeHHi
B yacTtoTe cMepTH 1o npuuuHe CC naTonoruu.

3HAUUTENBHO CHU3MIICS PUCK PEBACKYJISIPU3ALNUA MHOKApAa WK nepudepruuecKux apTepuii, B TO
BpeMs KaK pPUCK HECTaOMJIBHOW CTCHOKApJuHW, TPeOyromeld TOCHUTAIM3AlNA, € PHUCK
TOCIIUTANM3AIMA 10 TPUYUHE CEePACYHON HEJOCTATOYHOCTH CHH3WIHCH HE3HAYUTEIHHO.
MUKpOIHMPKYJIATOPHBIE HMCXOJbI BKIIOYATU B ce0s 158 HOBBIX WM YXYIIIMBIIUXCS CIy4acB
Hedponatuu. OTHOCUTEBHBIN PUCK B OTHOIIICHUH BPEMEHH /10 BOZHUKHOBEHUS He(hporatuu (HOBbIC
Cllydad pa3BUTHA TEPCUCTUPYIOIIEH MaKpOalIbOyMHHYPUH, MEPCHUCTUPYIOLIEE YIBOCHUE
CHIBOPOTOUHOM KOHIIEHTPALlUU KPEaTHHHHA, HEOOXOIMMOCTh B TIOCTOSIHHOW 3aMeCTUTENIbHOM
MMOYCYHOH TEpaIMK U CMEPTh 110 IPUYKHE 00JIe3HH nouek) cocTaBui 0,64,

B nononnenue x cranaaptHoii Tepanuu CC 3a0oieBaHmil Tepanus ceMariyTuaoM B go3ax 0,5 mr u
1 mr no cpaBHenuto ¢ wiane6o 0,5 mr u 1 mr B Teuenue 104 Henenb npuBena K 3HAYUTEILHOMY U
YCTOWYMBOMY CHIDKCHHUIO OT MCXOIHBIX 3Ha4deHuit mokasatens HbAic (-1,1 % u -1,4 % npotus -
0,4 % u -0,4 %, COOTBETCTBEHHO).

Apmepuanvroe dagnenue

HaOmotanock 3HAYMTENBHOE CHIDKEHHE CpPETHEro CHUCToiaudeckoro AJ[ mpu mnpuMeHeHun

cemarnytuaa 0,5 mr (3,5-5,1 mm pt.c1.) u cemarnyruna 1 mr (5,4-7,3 MM pT.CT.) B KOMOUHAIINH C
III'TIT wnu Ga3anbHBIM HHCYIMHOM. He OoTMeuanoch 3HAYUTENBHOM Pa3HUIBl MO IMOKa3aTessiM
UacToinyeckoro AJl Mexay ceMarnyTuIoM U IpenaparaMyu CpaBHEHHUS.

5.2. dapmakoKMHeTHYeCKHe CBOICTBA
[lepuon mosyBBIBE/IEHUSI CEMariyTH/la, PaBHBIA MPUOIM3UTENRHO | Henmene, eJaeT BO3MOKHBIM
pexxuM no3upoBanus npenapara Cemasuk 1 pa3 B Hezpelto.

AOGcopOrtus
Bpems noctrnxkenns MakcuManbHOM KOHIEHTpaiy (Cmax) B I1a3Me COCTaBHIIO OT 1 10 3 Hei nocne

BBeJIeHUS 03Bl Mpenapara. PaBHoBecHas koHueHTpanus npemnapara (AUCq»4) qocTuranach Crycrts

4-5 Henenb OJHOKPAaTHOTO €XEHENEIbHOIO TNpHUMEHeHHus mpemnapara. [locie m/k BBeaeHUA

cemarnytuga B go3ax 0,5 Mmr u 1 Mr cpenHue moka3aTeiad €ro pPaBHOBECHON KOHILEHTpaluu y

manuenToB ¢ CJ[2 cocraBuiu 0k010 16 HMOIL/I ¥ 30 HMOJIB/II, COOTBETCTBEHHO. DKCIO3UIIUS 1JIS

no3 cemantytuaa 0,5 mr u 1 Mr yBenmnamuBaeTcst poIOPIIHOHAIBEHO BBEASHHOH J103¢€.

[Ipu 1/k BBeeHUM ceMariyTHaa B MEPEIHIOI0 OPIONMIHYIO CTEHKY, O€po WU TIJIEY0 JOCTHTAeTCS
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89 %.

Pacopenenenne

Cpennuii 00BEM pacmpesieNieHuss CeMariTyTHaa B TKaHSAX Mociie 1/K BBeaeHus namuertam ¢ CJ[2
coctaBusl npubmu3uTensHo 12,5 1. CemarmyTun B 3HAUUTENBHOW CTENEHH CBA3BIBACTCA C
abOYMUHOM I11a3MbI KpoBH (> 99 %).

BI/IOTDaHCd)ODMaHI/IH
CCMaFJ'IyTI/II[ MCTa60J’II/I3I/IpyeTC$I MOoCpEACTBOM IMPOTCOIUTHUCCKOTO PpPaCIICIIICHUA HCHTH,HHOﬁ
OCHOBBEI OeJIKa 1 IMOCJICAYIOLICTO 0eTa-oOKHCIIEHUS }I(I/IpHOﬁ KHCJIOTHI OOKOBOM OCITN.

OaUMUHAIMS
Kenynouno-kumeunsiii TpakT (PKKT) M mouku SBISIOTCS OCHOBHBIMM IIYTSIMM BBIBEICHUS

ceMariiyTuja u ero MeTaboimuToB. 2/3 BBEAEHHOM 03Bl CEMariyTHAa BBIBOAMTCS MOYKamu, 1/3-
gyepe3 kumieuHuK. [lpuOmmsurensHo 3 % oT BBEACHHOW [103bI BBIBOJUTCS ITOYKAMH B BHJIC
HEU3MEHEHHOTO CEeMariIyTHAA.

VY mnammentoB ¢ CJI2 kinupeHc cemarnytuga coctaBui okosno 0,05 1/4. C >mTuMUHAIMOHHBIM
MEePUOJOM TMOJIYBBIBEICHUSI NpUMEpHO | Hemens ceMariyTuja OyneT MPUCYTCTBOBAaTh B OOIIEM
KPOBOTOKE B T€UECHHE MPUOIM3UTENHHO 5 HEIeTb MOCie BBEICHUS MOCIEAHEH 03B MpernapaTa.
dapMakOKHMHETHKA Y OCOOBIX IPYIII IMAIIMEHTOB

He tpebyercs KOoppeKuuH [103bl CEMariyTHla B 3aBUCHMMOCTH OT BO3pacra, Iojia, PacoBOM H
STHUYECKOU IMPHUHAJICIKHOCTHU, MACChI TCJIa, HAJTUYNA IMOYEYHOU WM IeYEHOYHOMI HEAOCTAaTOYHOCTH.

Bospacm
Ha ocHoBanuu nanHbIx, nomydeHHBIX B xoae KU 3a ¢a3bl, BKIIOYABIIMX MAIUEHTOB B BO3PACTE OT
20 no 86 net, moka3zaHO, YTO BO3PACT HE BIUSI Ha PapMaKOKMHETUKY CeMariyTU/a.

Ilon
[Ton He Bnusi HA PapMaKOKHMHETHUKY CeMariyTua.

Paca
Paca (eBponeougHasi, HerpoujgHas wWid adpoaMepuKaHCKas, a3MaTcKas) HE BIUsIa Ha
(hapMaKOKMHETHKY CeMariyTHu/a.

Omuuueckas npuHaoIeHCHOCHb
OTHuYecKas MNPUHAAJISKHOCTh (IaTHHOAMEpUKAHCKas) He Biusia Ha (apMaKOKHMHETHUKY
ceMariyTuja.

Macca mena

Macca Tena BIusija Ha KCMO3UIUIO ceMarityTuaa. boiee Bbicokas Macca Tella MPUBOANT K Oolee
HU3KOW sKkcro3uniuu. Jlo3bl cemarnytuaa paBable 0,5 Mr u 1 Mr o0ecneurBalOT JOCTATOYHYIO
AKCHO3UIIMIO Mpenapara B Auana3zoHe Maccol Tena ot 40 1o 198 kr.

Ioueunasn neoocmamounocmo
[Toueuynast HEOCTaTOUHOCTH HE OKa3bIBaIa KIMHUYECKH 3HAUUMOTO0 3P dekra Ha papMaKOKUHETUKY
cemariytuga. ITo ObUIO TMOKa3aHO Yy TMAlMEeHTOB C pPa3jMYyHOM CTENEeHbI0 TIOYEHHOM
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naeh ot Hokbtitinbic Hd Hndiiel fio

CPAaBHEHMIO C MAllMEHTaMU C HOpMaJIbHOW (DyHKIMEH MOoYeK B MCCICIOBAHUU OJHOKPATHOM JO3BI

cemarnytuaa pasHoit 0,5 mMr. D10 Takke ObUIO TIOKa3aHO Ha ocHOBaHWM MaHHBIX KU 3a dazser mis

nareHToB ¢ CJI2 ¥ mMoYeyHOH HEeIOCTaTOYHOCTBIO, XOTS ONBIT MPUMEHEHHS Y NalHUeHTOB C
TEPMUHAIBHOM cTanuell 3a001eBaHus MOYEK ObUT OTPaHUYECH.

Ileyenounas neoocmamounocms

Ileuénounas HEAOCTAaTOYHOCTh HE BJIMAJIa HAa 3KCIIO3HMIHUIO CeMarilyTuaa. (DapMaKOKI/IHeTI/ILIeCKI/IC

CBOMCTBa ceMariytuaa OLCHUBAJIMWCh B XOJE€ HCCICOOBAaHHUA OHHOKpaTHOﬁ J03bl CeMariayruiaa

paBHOW 0,5 MI' y MaIlMEHTOB C Pa3JIMYHON CTENCHBIO IMEUEHOYHOW HEIOCTATOYHOCTH (JIETKOM,

CpeaHel, THKENO) 0 CPAaBHEHHIO € TAIIMEHTAMU C HOPMAJIbHOUM (DYHKIMEH TIeUueHH.

CTHU

Uccnenosanuii cemariyTuaa y AeTeil U MOAPOCTKOB 0 18 JeT He MPOBOIUIIH.

6. ®APMALIEBTUUYECKHUE CBOMCTBA
6.1. Ilepeyenb BcmoMoraTejbHBIX BelIECTB

Juuatpus runpodocdara Turuapar
[TponuaeHr Ko
deHon

X0pHucTOBOAOPOAHOH KHCTIOTH pacTBop 10% (s koppekiwu pH)
Harpus ruapoxcuna pactBop 10% (umst koppekiuu pH)

Boa i1 uebeKImin

6.2. HecoBMecTUMOCTH

B cBasu ¢ OTCYTCTBUCM HCClIeJOBaHUI COBMCCTUMOCTH, JTaHHBIN HeKapCTBeHHLIﬁ npemnapar HE

CJICOYyCT CMCIIMBATDL C APYTUMHU JICKAPCTBCHHBIMU ITPEIIapaTaMu.

6.3. Cpok rogHocTH (CpoK XpaHeHHs1)

2 roga.
Cpok rOIHOCTH TOCIIE TIEPBOTO BCKPHITUS: 9 HEeTb.
He nmpumMeHATh M0 UCTEYEHUU CpOKa TOAHOCTH.

6.4. Oco0ble Mepbl MPEI0CTOPOKHOCTH MPU XPAHEHUH

Xpauutb npu temneparype ot 2°C go 8°C (B XONOAWIBHUKE), HO HE PAJOM C MOPO3HIBHOM

KaMepoil. 3amuiars oT cBera. He 3aMopaxuBars.

Hcnonp3yeMyro WM NEpEHOCHMYIO B KaueCTBE 3allaCHOM HINPUI-PYYKY C MPENapaToM XpaHUTh
npu temneparype He Bbiiie 25 °C wnu npu Temmneparype ot 2 °C go 8 °C (B XOJOJWIBHUKE) B

Teuenue 9 HEACIIb.

He 3aMOpaxuBaThb. Ilocne ucnonp30BaHMs 3aKPpbIBATH HIMPHUI-PYUKY KOJIIAYKOM IS 3allIUTHI OT

ceta. [IpenoxpansaTe oT BO3AeHCTBUSA N30BITOUHOTO TEIJIa U CBETA.
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6.5. Xapakrep u coaep:kaHue NePBUYHOI YNIAKOBKH

ITo 3 M mpenapara B OeCUBETHBIE CTEKJITHHBIC KAPTPUJKU HEUTPATBHOTO CTEKJIA C ILUTYH)XKepaMu
PE3UHOBBIMH, OOKAaTaHHBIC KOJIMAYKaMd KOMOMHHUPOBAHHBIMHU W3 AIOMHHHUS CEPeOPHCTOrO WU
30JI0THCTOIO LIBETA C IMCKaAMU PE3UHOBBIMHU.

Kaptpumpk ycraHaBiauBalOT B IUIACTUKOBYIO MYJIBTH030BYIO OJHOPA30BYIO HIIMPHUI-PYUKY IS
MHOTOKpaTHBIX MHBEKIMNA. Ha Kopmyc Kaxaoi MOpUL-pYyYKH HAKJIEHBAIOT ATHUKETKY U3 IUICHKU
MIOJIUIIPOIIUIICHOBOM.

I[To 1 mnpeaBapuTeNbHO 3alOJIHEHHOM MYJIBTHUIO30BOM OJHOPA30BOM  IIMPUI-PYYKE IS
MHOTOKPAaTHBIX MHBEKIHMK W 1 Mayke KapTOHHOM, coaepkamed 4 win 9 oIHOPa3oBBIX WIJ, C
JIMCTKOM-BKJI/IBIIIIEM, BKIIOYAIOIUM MHCTPYKIIUIO MO UCIIOJIb30BAHUIO IIIPULI-PYUKH, TOMEIIAIOT
B [MAYKY U3 KapTOHA.

6.6. OcoOble Mepbl  NPEIOCTOPOKHOCTH  NPH  YHHYTOKEHHMH  HCIOJIH30BAHHOIO
JIEKAPCTBEHHOI0 TMpenapara MJIH OTXOA0B, TMOJYYEHHBIX T0CJe TpPHUMEHEeHHUs
JIEKAPCTBEHHOT0 Mpenapara, 1 pyrue MaHuMyJsiliiy ¢ NpenapaTomM

Bechb ocraBimiics iekapCTBEHHBII Mpenapar u OTXO/bI CICAYEeT YHHYTOXKHUTh B YCTAHOBICHHOM
HOPSIIKE.

[TampeHTy ciienyeT PeKOMEHIOBaTh BBIOPACHIBATH UINIY IOCIE KaKIOW HMHBEKIHHA U XPAHUTh
HINPUL-PYYKy O€3 NPUCOEIUHEHHOW UIJIbl. OJTO IOMOXET IPEeA0TBPAaTUTh 3aKyHNOpPKY I,
3apakeHue, pa3BUTHE MH(EKINHU, BRITEKaHUE PAacCTBOpPAa M BBEJACHUE HEBEPHOW 03Bl IMperapara.
Uraer u APyruc OTXOAbl AOJDKHBI YTHUJIIM3HUPOBATHCA CONNIACHO MCECTHBIM HOPMATHBHBIM
TpeOOBAHUSIM.

HInpui-pydka nperHa3HaueHa TOJBKO JJIsi HHAWBUIYAIBHOTO MCIOJIBb30BaHus (cM. VHCTpyKIuIO
0 MCIOJIb30BAHHIO IITPHI-PYIKH).

CemaBUK He CleAyeT HCIOIb30BaTh B CIIy4ae, €CIIM OH He BBITJISIIUT MPO3PaYHbIM M OECIIBETHBIM
WU TIOYTH OECI[BETHBIM.

CeMmaBUK HE CIIeIyeT HCIIOIb30BaTh, €CIIM OH OBLT 3aMOPOIKEH.

7. JEPKATEJIb PETUCTPAIIUOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanns

000 «I'EPOD®APM)»

191119, r. Canxkr-IletepOypr, yi. 3BeHuropojackas, 1. 9
Tenedon: +7 (812) 703 79 75 (MHOTOKaHATbHBI )
daxkc: +7 (812) 703 79 76

Anpec snekTpoHHOH mouThl: inform@dgeropharm.ru

7.1. TlpeactaBuTeNb JAep:KaTe/isl perHCTPALMOHHOIO YI0CTOBEPeHUs!

IIpereH3un HOTDC6HTGJ’ICI>1 HalpaBJIATH 110 aAPECY:

Poccutickas @enepanns

000 «'EPODAPM)»

Anpec: 196608, r. Cankt-IletepOypr, r. [lymkun, SueBckuit mpoes, 1. 4, ctp. 1
Ten: +7 (812) 493 55 01
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®daxc: +7 (812) 493 55 69 (NMOCNEQOBATENEHOCTL 0007)

Tenedon ropstueit muauun: 8 800 333 43 76 (3BoHOK MO Poccun GecriaTHBIN)
Anpec anekTponHoit moutsl: Inform@geropharm.ru; farmakonadzor@geropharm.com

Pecrry6imka benapychb

000 «I'EPODAPM»

Anpec: 196608, r. Cankt-IletepOypr, r. [lymkun, SlueBckuii mpoesn, a. 4, ctp. 1

Ten: +7 (812) 493 55 01

dakc: +7 (812) 493 55 69

Tenedon ropsiueit unauun: 8 800 333 43 76 (3BoHOK 10 Poccuu GecruiaTHBIN)

Anpec snekTpoHHO# nouThl: iInform@geropharm.ru; farmakonadzor@geropharm.com

Pecrrybnuka Kazaxcran

UII Registrarius

KOpunnueckuii anpec: Kazaxcran, r. Anmartsl, 050060, bocTaHabIKCKUN paiioH, KUIIOW KOMILIEKC
Boranuueckuii can, nom 12

®axtuueckuit agpec: Kazaxcran, r. Anmarsl, 050060, bocTanABIKCKUM pailoH, KHJIOH KOMIUIEKC
Boranuueckuii can, nom 12

Tenedon: +7 727 313 1207

OnekrponHas nmoura: farmakonadzor@geropharm.com, kz-pv@geropharm.com

Koipreisckas PecriyOnrka

UII Registrarius

Opununuecknii aapec: Kazaxcran, r. Anmarsl, 050060, bocTanABIKCKUI palioH, KHIJIOH KOMILIEKC
boranuueckuii can, qom 12

®daxtuueckuit agpec: Keipreisckas Pecryonuka, 720017, r. bumkek, yn. TaOwimanuesa, nom 11,
oduc 21

Tenedon: +996 557 907 083

OnekrponHas nouta: farmakonadzor@geropharm.com, kg-pv@geropharm.com

PecniyOnuka Apmenus

TOO «Registrarius Pharm Expert»

IOpunnuecknii aapec: Kazaxcran, r. Anmarsl, 050060, bocTaHABIKCKUIA palioH, KHIJIOH KOMILJIEKC
Boranuueckuii cag, qom 12

daxtuueckuii aapec: Pecniyonuka Apmenus, r. Epesan, 0800, CoobmectBo Baarnu, pasnan 13
Tenedon: + 374 96 30 30 00, +770 174 60 421

OnektponHas nouta: farmakonadzor@geropharm.com, am-pv@geropharm.com

8. HOMEP PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

JITT-Ne(008022)-(PT-RU)
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9. JATA TEPBUYHOI PETMCTPAIIMU (IOATBEPKIEMIST | PETUCTPATIMM,

HEPEPEI'UCTPALINN)
Hara niepBoii peructpanuu: 09 nekadps 2024 r.
10. JATA IEPECMOTPA TEKCTA

OOmrast xapakTepuCTHKa JIEKapCTBEHHOro mpemnapata CeMaBHK JOCTyNHA Ha HH()OPMAIIOHHOM
mnmopraje EBpaSHfICKOFO 3KOHOMHNYECKOI'O COHO3a B I/IH(l)OpMaHI/IOHHO-KOMMYHHKaHHOHHOﬁ CeTu
«MuTepuery https://eec.eaeunion.org.
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