COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 26.07.2024 N2 15452

OBHIAA XAPAKTEPUCTHUKA|VIEKARPCITBEHHOTIO TIPEITAPATA |

1. HAMUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

JlanTyc ConoCrap, 100 EJI/mi1, pacTBOp /TS MOJIKOKHOTO BBE/ICHHS.

2. KAYECTBEHHBII M1 KOJJTMYECTBEHHBII COCTAB

JleiicTByro1iee BEeCTBO: HHCYJINH IIIapruH™.

B 1 mu pactBopa conepxutcs 100 EJl nHCynMHA TIIapruH.

Kaxnas npenBaputenbHO 3anoHeHHas mmnpui-pyyka coaepxut 300 EJ[ nncynuna rmaprus B 3 M
pacTBopa.

*TlomydeHo ¢ UCmoNIb30BaHUEM KIeTOK Escherichia coli mo TexHonoruun pekomobunantuoit JJHK.
BcnomoraTenbHble BelecTBa, HaIMYME KOTOPBIX HAJ0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: 1 Mi pacTBopa COIEpKHT 2,7 MI MeTakpe3oiia (cM. pazzaen 4.4.).

[TonHbIi mepeyeHs BCIIOMOTATENbHBIX BEIIECTB YKa3aH B paznene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

PacTBop A1 MOIKOKHOTO BBEICHUS.

[Tpo3paunasi, 6eciBeTHAsI UM MIOYTH OECIIBETHAS KUIKOCTD.

4. KJIIMHUYECKHUE JAHHBIE

4.1. IToka3aHus1 K NPUMEHEHHUIO

[Mpenapar Jlantyc ComoCrap mnpuMmeHsieTCs A JICYSHHUs caxapHOro auabera y B3pOCIBIX,
MOJPOCTKOB U JIETEH B BO3pACTE 2-X JIET U CTapIIIE.

4.2. Pe:kum 103MpPOBAHUSA U CIOCO0 MPUMEHEHM I

PexxuM 103upoBaHus

[Ipenapat Jlantyc ConoCrap ciemyeT BBOAUTH | pa3 B CyTKH B JIt000€ BpeMsi JHS, HO KKl JEHb
B OJIHO U TO K€ BpeMsl.

Jlo3y 1 pexuM BBeJIeHUs IIperapara ciaeayeT nog0upaTh C y4eTOM UHAUBHIYAIbHBIX 0COOEHHOCTEH
nanurenta. AxktuBHocTh npemnaparta Jlantyc ConoCrap ykas3bpiBaeTcsl B eAMHUIAX. Takue eIMHUIIbI
UCIIOJIB3YIOTCA UCKIIIOYUTENIBHO ISl TAHHOTO TMpernapara u He cooTBeTcTBYIOT ME uiu eqununam,
HCIOJIb3YEMBIM 11 0003HAYEHUSI aKTUBHOCTHU JPYTUX aHAJIOTOB MHCYJIMHA.

[{eneBble 3HaYeHHS] KOHLIEHTPALIMH TIIIOKO3bI B KPOBH, a TAK)KE J103bI M BpeMs BBEJICHUS WM ITpHeMa
TUTMOTJIMKEMUYECKUX MPENapaToB AOKHBI ONPEAEIATHCS U KOPPEKTUPOBATHCA UHIMBUIYATIBHO.
Koppekius 1036l Tak:ke MOXKET MOTPeOoBaThCs, HAIPUMED, TP U3MEHEHHH MAcChl TeJa MalueHTa,
ero oOpa3za *H3HU, U3MEHEHUU BPEMEHU BBEACHUS J103bl MHCYJIMHA WU IPU JIPYTUX COCTOSHUSAX,

KOTOpBbIE MOTYT YBEIHYUTbH IMPEIPaclOiIOKEHHOCTh K Pa3BUTHIO THIO- WJIW THIEPIIUKEMUU (CM.
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pasnen 4.4.). JIroOble M3MEHEHUs! 103bI UHCYIIMHA JOHKHEL TIPIBOIMEILES [C [OETQPOIKHOCHEIO | 1101

MEIUIIMHCKIM HAOTIOCHUEM.

Iayuenmoi ¢ caxapuvim ouabemom 1 muna

[Ipenapar Jlantyc ConoCtap n0JKEH NPUMEHSTHCS | pa3 B CYyTKM B COYETAHUU C MHCYJIMHOM,
BBOJIMMBIM BO BpeMsI ITpHeMa MUILYU C HHAUBUIYalIbHON KOppEKLUEH JO3bI.

Iayuenmoi ¢ caxapuvim ouabemom 2 muna

VY manumeHToB ¢ caxapHbiM Auabdetom 2 tuna npenapat Jlantyc ConoCrap MOKET IPUMEHATHCS KakK B
BUJIE MOHOTEpAIHHU, TAK U B KOMOMHALIMYU C JPYTUMH TUIOITMKEMUYECKUMHU MpernapaTaMu.

VY nmaunueHToB ¢ caxapHbIM J1uabeToM 2 TUMA, NIPUHUMAIOIIUX HNEpOpabHbIE I'MIIOTIMKEMUUYECKUE
npenapaThl, KOMOMHUPOBAaHHAS Tepanus HaYMHaeTCs ¢ 10361 mHCynuHa riaprud 10 EJ 1 pa3 B cyTky,
U B IIOCJIEAYIOLIEM CXEMa JICUEHUsI KOPPEKTUPYETCS NHAUBUAYAIBHO.

IIpn cxemax jedyeHMs, BKIIOYAIONUX HMHBEKIMU 0a3aJbHOrO M NPaHIUAIBHOTO WHCYJIMHA, JUIS
YZIOBJIETBOPEHUSI TOTPEOHOCTH B Oa3aJIbHOM MHCYJIMHE MHCYJIMH IJIApTUH O0BIYHO BBOJUTCS B J103€,
cocrasistoneit 40-60 % oT cyTouHOM 1036l HHCYJINHA.

VY Bcex MalMeHTOB C CaXapHbIM JAUAa0ETOM PEKOMEHIYEeTCSl MOHUTOPUHT KOHLIEHTPAIMH TIIOKO3bI B
KPOBHU.

Jlo3y ¥ pexuM BBEAEHUS MpenapaTa cieayeT NoA0uparTh ¢ y4eTOM HHAMBUYaIbHBIX OCOOEHHOCTEH
nanueHTa. AxtuBHocTh npenapara Jlantyc ConoCrap ykasbslBaeTcss B €qUHHUIAX. Takue €IMHULIBI
MCIIOJIb3YIOTCSl MCKIIIOYUTENIBHO JUIsl JAaHHOTO IpenapaTta U He cooTBeTcTBY0oT ME nnu ennnunam,
UCIIOJIb3YEMBIM /17151 0003HAYEeHUsI aKTUBHOCTH JPYTUX aHAJIOTOB MHCYJIMHA.

Ilepexo ¢ TepalMy IPYrUMU OpenapaTaMy nHcyiarHa Ha npenapart Jlautyc ConoCrap

I[Ipu nepeBome manMeHTa €O CXEMbl JIEUEHHUS C TPUMEHEHHEM HWHCYJIMHA CpeaHeH
MPOJIOJKUTENBHOCTH JEHUCTBUS WM JIMTEIBHOTO JCHCTBUS HA CXEMY JIEYEHUS ¢ MPUMEHEHUEM
npenapara Jlantyc ConoCrtap MOXXET MOTpeOOBaThCS KOPPEKIHs KOJIMYeCcTBa (103) M BpPEMEHU
BBEJICHHS MHCYJIMHA KOPOTKOrO JEHCTBUS WJIM €r0 aHajora B TEYEHHE CYTOK WM W3MEHEHUE 1103
nepopaIbHbIX THIOTTUKEMUYECKUX MPENapaToB.

Ilepe6oo c esedenus uncyruna uzogan 1 paz 6 cymku na npenapam Jlanmyc ConoCmap

[Ipu mepeBoje MaUMEHTOB C OJHOKPATHOTO B TEUYEHHE CYTOK BBEJACHHUS WHCYJIWH H30(aH Ha
OJIHOKPAaTHOE B T€YEHHE CYyTOK BBeaeHue npenapara Jlantyc ConmoCrap HayanbHbIE 103l HHCYJIMHA
0OBIYHO HE M3MEHSIOTCS (TO ecTh mpuMeHsiercs konudectBo EJ[ mpemapara Jlantyc ConoCrap B

CyTKH paBHOe konnuecTBy ME uHcynuHa n3oha B CyTKH).
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Ilepesoo ¢ s6edenus uncynuna usogpan 2 pasals cymxu Hanpendpannddammia CoroCrap)(11)

[Ipu mepeBoje MAIMEHTOB C JOBYKPAaTHOIO B TEUEHHE CYTOK BBEJCHMS HHCYJIMHA W30(aH Ha
olHOKpaTtHOoe BBeaeHue npenapara Jlantyc ConoCrap mepen CHOM, C LENbI0 CHUXKEHHS pHUCKa
pPa3BUTHSI TUINOTIIMKEMUM B HOYHOE U paHHEE YTPEHHEE BpeMs, HaudalbHYI0 CYTOUYHYIO 03y
npenapata Jlantyc ConoCrap cienyer cHu3uTh Ha 20 % (1O CpaBHEHHIO C CYTOYHOH 1030
MHCYJIMHA-U30()aHa) B TEUEHUE NEPBBIX HENENb, a 3aTeM KOPPEKTHPOBATh €€ B 3aBUCHMOCTH OT
peaKIiy NalueHTa.

Ilepesoo ¢ npenapama Tyoosceo ConoCmap (uncyaun enapeun 300 EJ/mn) na npenapam
Jlaumyc ConoCmap

Wncynun rmaprun 100 EJl/mn u npenapatr Tymkeo ConoCrap He SKBHUBAJEHTHI MO CBOUM
(bapMaKOKUHETHYECKUM, (papMaKOJIUHAMUYECKIM XapaKTEepUCTHKAM U KIMHUYECKUM 3ddextam. B
CBSI3U C 3THUM, Tiepexo/ ¢ mpenaparta Tymkeo ConoCrap Ha uacynuH rmaprud 100 EJI/min u Hao6opor,
TpeOyer HaOJMIOAeHUS Bpaya, MPOBEACHHS TIIATEIHHOIO TJIMKEMHYECKOTO KOHTPOJS U
UH/IMBUYaIbHOM KOppeKUMu ma03bl mpemnapara. C IeNbl0 yYMEHBUICHHS pPHCKA Pa3BUTHS
TUITOTIIMKEMHUH TIPH TIEpeBOJIe MAlMEHTOB ¢ OJHOKPATHOTO B TEUCHHE CYTOK BBEIEHHS IpenapaTa
Tymxkeo ConoCrap (uacynuna raaprua 300 EJI/mi1) Ha OTHOKpAaTHOE B TEUEHHE CYTOK BBEIACHHUE
npenapara Jlantyc ConoCrap, HauanbHas no3a npenapara Jlantyc ConoCrap moimKHa ObITh CHHKEHA
npubimsutensHo Ha 20 %.

B Teuenue nepBbIX HeJENb JICUCHUS ATO CHIKEeHHE 103kl npenapara Jlantyc ConoCtap MOXKeET OBITH
YaCTUYHO KOMIIEHCHPOBAHO 3a CYET MOBBIIICHUS J103bl MpaHIualbHOTO UHCYIMHA. [lo okoHuUaHuU
JAHHOTO MEepHoJia cXeMa JICYeHHs! T0JKHA ObITh CKOPPEKTUPOBaHA B MHIWBUyalIbHOM TOPSIZIKE.
[Ipn nepeBone Ha OpYryr0 CXeMy JIEYEHMS MU B TEUYEHHE HECKOJBKHMX IMOCIEAYIOUIMX HEAEIb
PEKOMEHIyeTCs TIIATENbHBIM KOHTPOJIb TTTUKEMUU (KOHTPOJIh KOHIIEHTPAIIMU TIFOKO3bI B KPOBH) TIO]T
MEAMIMHCKUM HaONMIOJeHUEM, C KOppeKuueill, MNpu HEeOOXOJWMOCTH, pPEeXKHMa J103UPOBAHUSA
WHCYJMHA. Y TMalMeHTOB, MPUHUMAIOMIMX BBICOKHE 03bl MHCYJIMHA W3-3a HAJIM4YMsA AHTUTEN K
YeJI0OBEYECKOMY WHCYJIMHY, MOKET HaONoJaThcs yJydllleHHas peaklus Ha WHCYJIMH B COCTaBe
npenapara Jlantyc ConoCrap.

[Ipu  ynydmieHUW TIUKEMHUYECKOTO KOHTPOJS M OOYCJIOBJIEHHOTO OSTUM  IOBBIIICHHUS
YYBCTBUTEJIBHOCTU TKAaHEH K MHCYJIUHY MOXXET BO3HUKHYTh HEOOXOIMMOCTh KOPPEKLHH PEKruMa
JI03UPOBAHUS HHCYJIMHA.

Oco0ble rpyInel NALKMEHTOB
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Y nanueHToB MOKUIIOr0 BO3pacTa ¢ CaXapHbIM JHA0ETOM PEKOMEHIyeTCSl HAYMHATh PUMEHEHHE CO
CpPEeIHUX HAYAIbHBIX /103, MEJICHHO YBEIWYHBATh MX U MPUMEHSTH CPEIHHUE MOACPKUBAIOIINIEC
JI03b1. Y TAIMEHTOB MOKUJIOT0 BO3pAcTa BO3MOXHBI TPYJIHOCTHU C paclio3HaBaHUEM pa3BUBAIOLIEICS
TUTIOTIIUKeMUH (CM. pasnen 4.4.).
PexoMennyercs TIaTeNbHBIT MOHHUTOPUHT KOHIIEHTPAIMU TIFOKO3bI B KPOBU C WHAMBHUIYAIbHBIM
o100pOM JI03bI MHCYJIMHA. Y MAallMEeHTOB MOKIIIOTO BO3pACcTa MPOTPECCUBHOE YXYAIICHUE (PYHKITHH
MOYEK MOXKET MPUBOJUTH K TTOCTOSIHHOMY CHUKEHUIO TOTPEOHOCTH B MHCYJIUHE.
Tayuenmul ¢ napywenusmu GyHKyuu novex
NHCcynuH rnapruH MOKHO MPUMEHATH y MAllMEHTOB C MOYEYHOM HEIOCTATOYHOCTBIO MPHU 3TOM
PEKOMEHIyeTCS TIIATeIbHBI MOHUTOPUHT KOHIEHTPAIMU TIIOKO3bI B KPOBU C WHAMBUAYATHHBIM
no00pOM /103bl. Y MAIMEHTOB C MOYEYHON HEAOCTATOYHOCTHIO MOTPEOHOCTh B MHCYJIHMHE MOXKET
YMEHbIIATHCS BCIIEICTBUE 3aMe/IeHNs MeTaboI13Ma HHCYJIMHA.
Tayuenmoi ¢ HapywieHuAMYU PYHKYUU NeYeHU
HNHcynuH raaprud MOKHO MPUMEHSTh Y MAlMEHTOB C MEYEHOUHOM HEIOCTATOYHOCTHIO MPHU 3TOM
pEeKOMEHAyeTCsl THIATeIbHbI MOHUTOPUHT KOHIEHTPALUU TJIIOKO3bl B KPOBU C MHAMBUAYATbHBIM
no100pOM /103bI. Y TAIEHTOB € MEYEHOYHOW HEIOCTaTOYHOCThIO MOTPEOHOCTh B MHCYJIMHE MOXKET
YMEHBIIATHCS BCIIECICTBUE CHUKCHUS TIIFOKOHEOTeHEe3a 1 3aMeIJICHHS] MeTa00IM3Ma HHCYTNHA.

eTu
Jlemu 6 so3pacme om 2 iem u noopocmu
beutn ycranoBieHsl 6e30nacHOCTh U 3 ()EKTUBHOCTS MPUMEHEHUS! MHCYJIMHA TJIapTUH Y MOAPOCTKOB
U JIeTeil B Bo3pacTe OT 2 jeT u cTapuie. J[03bI U pexXuM BBEJIEHUS Mpernapara ciaeayeT Mmoaduparh C
Y4eTOM HHJIUBUYaIbHBIX OCOOCHHOCTEH MallieHTa.
Jlemu 0o 2 nem
besonacHocts u addextuBHOCTE Tpenapara Jlantyc ConoCrap He ycTaHOBIEHBL. JlaHHBIE
OTCYTCTBYIOT.

Cnooco0 nnpuMeHeHus

[Ipenapar Jlautyc ConoCtap BBOAST MOAKOMKHO.
[Ipenapar cnexyeT BBOAUTH B MOAKOKHO-)KUPOBYIO KIIETUYATKY KUBOTA, Tuied win Oenep. B memsax
CHIDKEHHSI PUCKA Pa3BUTHUS JHUIOAUCTPOGHH M aMHJION03a KOXKH, MECTa MHBEKUUH HE00XO0AUMO

MEHSTh KaX/IbIi pa3 B IpeJesax 0JHON U3 peKOMEHAyeMbIX 001acTel s BBEJCHUS IIpernapara.
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Mepoi npedocmopoosicnocmu, npunumaemvie ngpeo npuyierenyem MPeRgpamm Wi pi eopatenuu ¢

HUM
[Ipenapat Jlantyc ConoCtap Henb3d cMEMBAaTh C IPYIMMH MHCYJIMHaMU. CMENIMBAaHUE MOXKET
U3MEHUTH MPOGUIL EUCTBHS BO BPEMEHH (COOTHOIIEHUE «BpeMs/IeHCTBUEY) Mpemapara JlaHTyc
ConoCrap, a Tak)Ke NPUBECTH K BHIMAJECHUIO OCAIKA.
[Ipenapar Jlantyc ConoCtap Henb3si pa3BoauTbh. Pa3BeneHHE MOXKET HNPUBECTH K HM3MEHEHUIO
npoduis ASUCTBUS Mpernapara BO BpeMEHH.
[Ipenapar Jlantyc ComoCrap He mnpenHa3HayeH il BHYTPUBEHHOTO BBeAcHUA. [[nuTenbHas
MPOJOKUTEILHOCTD JIEUCTBUS HMHCYJIHMHA TJapruH OOyCIIOBJI€HA TOJBKO MpPH €ro BBEICHUU B
MOJKOKHO-KHPOBYIO KJIETYaTKy. BHyTpHBEHHOE BBEAECHHE OOBIYHOM O3Bl JUIS MOJKOKHOTO
BBEJICHUS MOKET BBI3BAaTh TSKEIYIO TUIIOTIMKEMMUIO.
[Ipenapar Jlantyc ComoCrtap — »3TO mpo3payHblil pacTBOp, a He cycneHsusd. [losromy
pecyclieHIupoBaHus nepe]] MpUMeHeHneM He TpedyeTcsl.
[lepen mepBbM ucnonb3oBanueM mmpui-pydky Jlantyc ConoCrap HEOOXOIUMO BBIIEPKATH MPH
KOMHaTHOH Temneparype 1-2 yaca.
IIpn weucnpaBHoctu wmmpul-pydku Jlantyc ComoCtap MOXKHO HW3BJI€Yb WHCYJIWH TJIAPTUH W3
KapTpupka B mmpHIl (MpUroaubiid 1y uHcyauHa 100 ME/mir) 1 BBecTH HYXHYIO 103y TIperapara.
[Ipu 3TOM HIIIpHILl HE AOKEH COJEPKATh OCTATKOB APYTUX JIEKAPCTBEHHBIX CPEACTB.
Henb3s ucnonb3oBaTh UIIbl NOBTOPHO. llepen kaxk1oi MHBEKIMEN CIIEAyeT PUCOEAUHATH HOBYIO
CTepwIbHYIO Wriy. [IOBTOpHOE HMCHOJIB30BaHME WIJI YBEJIIMYMBAECT PUCK HX 3aKYIOPKH, KOTOpas
MOKET MPUBOJUTH K BBEJICHUIO MEHBILIEH 103bl WM K MEPEN03UPOBKE MHCYIUHA. Vcronb3oBaHue
HOBOM CTEpPWJIBHOW MWIJIbI JJIsi KaXJIOW HMHBEKIUMHW MHUHHUMHU3UPYET PHUCK €€ KOHTAMHUHAIUU U
uHuIMpoBanus. Bo nzbexxanne BO3MOXKHOM nepesaun 3a001eBaHu, epelatoIUXCsl Yepe3 KPOBb,
WHCYJIMHOBBIE HIMPULI-PYUYKH HE JODKHBI UCIOIB30BATHCS 00Jiee 4YeM OJAHHUM MAllMeHTOM, JaXKe MpU
YCJIOBHM 3aMEHBI UTJIBIL.
[lepen npuMeHeHHneM Mpemnapara cjelyeT BHIIOIHATh HHCTPYKLUH MO MPaBHIIBHOMY OOPAIEHHIO C
peBapuUTeNbHO 3anodHeHHOU mmpuil-pydkoid ConoCrap (cM. pazzen 6.6.).
4.3. IIporuBONOKa3aHUA

e ['unepuyyBCTBUTENBHOCTh K HMHCYJIMHY TJaprUH W/WIM K JI0OOMY U3 BCIOMOTaTEIbHBIX

BEILIECTB, IEPEUUCIICHHBIX B pazjeine 6.1.

4.4. OcoOble yKa3aHUs U MepPbI NPeTOCTOPOKHOCTH NPH MPUMEHEHUH
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[Ipenapat Jlantyc ConoCrap cieayer mpuMeHsTh MO TIIATeIbHBIM METUITUHCKAM HAOI0ICHUEM B
nepuoj; 6epeMEHHOCTH U MOCJE POIOB (BO3MOXKHO U3MEHEHHE MOTPEOHOCTH B MHCYJMHE B TCUCHHE
OEpPEMEHHOCTH U TOCIEPOIOBOM MEPUOJC).

[Ipenapar Jlantyc ConoCrap He sBIseTCsS MpenapaToM BbIOOpa i JICUYCHUS TUAOCTUYECKOTO
KeToalmunao3sa. B Takmx ClIydasix pCKOMCHAYCTCA BHYTPUBCHHOC BBCACHUC HWHCYJIMHA KOPOTKOT'O
JIEUCTBUA.

B cBs131 ¢ orpaHn4YeHHBIM ONbITOM NpuMeHeHus npenapara Jlantyc ConoCrtap He OLIEHUBAIUCH €0
3 PeKTUBHOCTh U OE€30MaCHOCTh MPH JICUCHUH TMAIMEHTOB C HApyIICHHEM (PYHKIIMU TIEYCHH WU
IIaIUEHTOB C OYEYHOU HEAOCTAaTOYHOCTHIO CpG,Z[HGfI CTEIECHU TSHKECTHU WU TSDKEIOU CTEIECHU.

Y ManuceHTOB C HAPYHICHUCM q)yHKI_[I/II/I IIOYCK HOTpGGHOCTb B UHCYJIMHC MOXKCT YMCHBIIUTLCA B CBA3U
C 3aMEJIEHUEM €ro dITUMMUHAIMK. Y MOXUJIBIX MAlMEHTOB MPOrpeccupyolee yxyaueHue QyHKIumu
MOYEK MOXKET MPUBECTH K CTOMKOMY CHUKEHHIO IIOTPEOHOCTH B MHCYJIMHE.

Y IIaITUCHTOB C IeYCHOYHOU HEAOCTAaTOYHOCTHIO TSKEJIOU CTEIIEHU HOTpGGHOCTb B UHCYJIMHC MOKCT
OBITh CHIIKEHa B CBSI3M CO CHIDKEHHEM CIIOCOOHOCTHM K TIIOKOHEOTEHE3y W 3aMelJICHHEeM
Oouotpanchopmalyi HHCYJIHHA.

B cinydae HenoCcTaTOUYHOTO KOHTPOJS KOHIIEHTPAIlMU TIIIOKO3BI B KPOBH, a TaKXe NpHU HATIUYUU
TEHACHIUN K pa3BUTUIO TUIIO- WIK TUIIEPTIIMKEMUH, IIPEXKIE YEM IIPUCTYIIATh K KOPPEKLIHUHU PEXAMaA
A03UpOBaHud, CICAYCT IMPOBCPUTHL TOYHOCTL BBINIOJHCHUA HpGI[HIflcaHHOI\/'I CXEMBI JICUCHHA,
coOirofieHre yKa3aHWW B OTHOLIGHHMM MECT BBEACHUS IMpernapaTa W NPaBUIBHOCTb TEXHUKH
MPOBEJCHUS MOJKOXHBIX MHBEKIHMH, a TakKe yYUTHIBaTh BCE JIpyrue (akToOpbl, KOTOPbIE MOTYT
MOBJIUATHL Ha KOHICHTPALIUIO I''TFOKO3LI B KPOBH.

HaI_II/IeHTBI JOJI?KHBI 6I>ITB MNPOUHCTPYKTUPOBAHLI O HGOGXOI[I/IMOCTI/I IIOCTOSIHHO HU3MCHATH MCECTO
UHBEKIUU 11 TOT0, 4YTOObl CHM3UTh PUCK PA3BUTHS JIMIMOAUCTPOOUU U JOKAJTIM30BAHHOTO
ammiongo3a Koxu. CyliecTByeT MOTEHIMAIbHBIM PUCK 3aMeJIEHUs BCAChIBAHUS HWHCYJIMHA H
YXyACHUA TITMKCMHUYCCKOTI0 KOHTPOJIA IMMOCIIC I/IH’beKHI/IfI HUHCYJIMHA B MCCTa C JaHHBIMHU PCAKIIUAMMU.
Coo011anocs, 9To BHE3AIMHOE U3MEHEHNE MECTa MHBEKIIMU Ha HEMOPAKCHHYIO 00JIACTh MMPUBOJIUT K
pa3BuTHIO TunorianukemMuu. I[locie cMeHbl MecTa MHBEKIUU PEKOMEHYETCs MMPOBECTH MOHUTOPHUHT
KOHIEHTPAllUU TJIIOKO3bl B KPOBH, B Clydyae HEOOXOAMMOCTH DELIUTh BOMPOC B OTHOLICHUH

KOPPCKTHUPOBKHU JO3bI THITOTIIMKEMHUYCCKUX ITPCIIApaTOB.
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Ilepexo Ha JAPYTrO¥ TUII MHCYJIMHA WITM MHCYJMH JPYTOIQ TIPOH $BO MG FIOVEESH) OCHIECTBIATHCS

HOJl CTPOr'MM KOHTpOJieM Bpaya. VI3aMeHeHHe JO3UPOBKH, MPOU3BOIUTENS, TUIA (OOBIYHBIN H30(aH
KOPOTKOTO HWJIU JUIUTEIHHOTO JCUCTBUS W TIp.) WIH NPOUCXOXKICHUS HHCYIHHA (KUBOTHBIH,
YeJIOBEYECKHIl, aHaJor YelIOBEYECKOTO HHCYJIHMHA), W/WIA METoJa €ro IMpPOHU3BOJICTBA MOKET
IIPUBECTH K HEOOXOIMMOCTH KOPPEKIIMH 03l HHCYJIMHA.

I'unornukemMust

BpewMst pa3BUTHSI TUTTOTTIMKEMUH 3aBUCHT OT MPO(UIIS NEHCTBUS NCTIOIB3YEMBIX HHCYJIMHOB U MOXKET,
TaKUM 00pa3oM, U3MEHITHCS TPU CMEHE CXEeMbl JieueHUs. BclencTBue yBeTUYEHUS BpPEMEHH
TIOCTYIIJICHUSI B OPTaHU3M MHCYJIMHA UTATEIBHOTO JACHCTBHS MTPH UCIIONB30BaHUH Tpenapata JIantyc
ConoCrap, cneayeT 0)KuAaTh MEHBIIEH BEPOSTHOCTH PA3BUTHUSI HOUHOM TUTIOTJIMKEMHH, TOT/IA KaK B
paHHUE YTPEHHUE Yachl 3Ta BEPOSATHOCTh PA3BUTHS TUIIOTIIMKEMHUH BBIIIIE.

[lp¥ BO3HMKHOBEHHMH THIIOTJIMKEMHUH Yy TAIMEHTOB, IMOJyYaIONIMX JICYeHHE mpernaparoMm JlaHTyc
ConoCrap, cieayer y4uThIBaTh BO3MOXKHOCT 3aMEJUICHUS BBIXO/Ia M3 COCTOSIHUS TUTIOTJINKEMUH B
CBSI3M C IIPOJIOHTUPOBAHHBIM JICHCTBUEM HHCYJIHHA TJIAPTHH.

[ManmenTam, y KOTOPBIX AMHU30JbI THIOTIIMKEMHA MOTYT MMETh 0c000€ KIMHUYECKOE 3HAueHUE,
TaKWM KaK ITallieHTHI C BBIPAKEHHBIM CTEHO30M KOPOHAPHBIX apTEPUI WITH COCYI0B TOJIOBHOTO MO3Ta
(puCK pa3BUTHUS KapAHATIBHBIX U [IEPEOPATBHBIX OCIOKHEHUH THITOTIMKEMHH ), 8 TAK)KE MMAIHCHTaM C
npoauQepaTuBHON peTUHONATHEH, 0COOEHHO, €CITH UM HEe TIPOBOJIMUIIOCH JieueHUe (OTOKOATYIISIITHEH
(puck mpexopsmield MOTepU 3pPEHUs BCIEA 3a THIOTIIMKEMHEH), CIeAyeT COOM0IaTh 0CO0YIo
OCTOPOYKHOCTh U TIPOBOAMTH O0JIee YAaCThI M TIIATENbHBIH KOHTPOJIh KOHIICHTPAIMU TIIIOKO3HI B
KPOBHU.

[TanmeHThI HOMKHBI OBITH MIPEAYIPEKICHBI O COCTOSIHUSAX, TPH KOTOPBIX CUMIITOMBI-TIPEABECTHHKU
TUTOTJIMKEMHUH MOTYT U3MEHSITHCS, CTAHOBUTHLCSI MEHEE BBIPAKEHHBIMH MJTH OTCYTCTBOBATh:

- NPY 3aMETHOM YIIYYIICHAN PETryJISIIUU KOHIIEHTPAIMH TIIFOKO3bI B KPOBH;

- NIPY TIOCTETICHHOM Pa3BUTHHU TUTIOTIIMKEMUMU;

- y MAIMEHTOB TOXKUJIOTO BO3PACTa;

- Ipu TEpeBOJie MAIMeHTAa C HWHCYJIWHA >KUBOTHOTO TMPOUCXOXKIACHHUS HA YeJIOBEUECKUU
WHCYJIHH;

- MIPY BEr€TaTUBHOM HENPOMaTuu;

- pH JUTUTETIFHOM aHAMHE3€e caxapHoro auabdera;

- IIPY HAIMYUHU Y MALUEHTOB IICUXUYECKUX PACCTPOMCTB;
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- COTyTCTBYTOIIIEE JIeUCHHE APYTHMH JIeHapCTBEHHBIMA TPCTIADATAMIE (v 1 PasnertA(F))] 1 |

Takue cuTyanu MOTYT NMPHUBOIMTH K PA3BUTUIO TSKEIOW THIOTIIMKEMHUH (C BO3MOXKHOW MOTepeit
CO3HAHUs) JI0 TOTO, KaK MAllMEHT OCO3HAET, YTO Y HETO Pa3BUBACTCS TUITOTITMKEMHUSL.

B cnywae ecnu oTMmeuaroTCsl HOpPMajbHBIE WJIM CHIDKEHHBIE IIOKa3aTelM TIJIMKMPOBAHHOTO
reMOrjao01Ha, HeOOXOAMMO YUYUTBIBATh BO3MOXKHOCTh Pa3BUTHSI IIOBTOPSIOIIMXCSI HEPACIIO3HAHHBIX
ATMHU30/I0B TUIIOTIUKEMHUH (0COOEHHO B HOYHOE BPEMS).

CobntofeHne MalMeHTaMl CXEeMbl JO3MPOBAHUS M pPEXHMa IHTAaHUS, MPABUIHHOE BBEICHHE
UHCYJIMHA U 3HAHUE CHUMIITOMOB-TIPEABECTHUKOB TMIOIIMKEMUU CHOCOOCTBYIOT CYILECTBEHHOMY
CHIJKEHHIO PHCKa Pa3BUTUS THIOMNIMKEMUH. DAKTOPBI, MOBBIIAIOIINE CKIIOHHOCTh K TUIIOTINKEMUH,
IpY HATUYUH KOTOPBIX TpeOyeTcs OCOOCHHO TIIATEeNbHOE HAOIIOCHUE U MOKET ObITh HEOOX0IMMa
KOPPEKIHsI 1036l HHCYJTUHA:

- CMEHa MecTa BBEICHUS UHCYJINHA,;

- MOBBIIIEHUE YYyBCTBUTEIBHOCTH K HWHCYJIHMHY (HAampuMep, NPU YCTPAaHEHUM CTPECCOBBIX
¢daxTopoB);

- HETPUBBIYHAS, TIOBBIIICHHAS WIN JJIUTeNbHAast (pru3nyeckasi akTUBHOCTD;

- UHTEPKYPPEHTHBIE 3a00JI€BaHMsI, COTPOBOXKIAIOIUECS PBOTOM, AMapeei;

- HapylIeHHEe JUEThl U peXXUMa ITUTaHUS;

- IPOMYCK IpUeMa MUIIH;

- yHoTpeOJieHHe aIKOTroIs (3TaHOIIA);

- HEKOTOpble HEKOMIIEHCHUPOBAHHBIE AHJIOKPUHHBIE HapyIIeHUs (HampuMmep, TUIOTUPEO3,
HEI0CTaTOYHOCTh aJCHOTHIIO(pH3a UM KOPbI HAJIIOYEYHUKOB);

- COITyTCTBYIOILIEE JICYCHUE HEKOTOPBIMH JAPYTHMHU JICKAPCTBEHHBIMH CPEACTBaMU (CM. pa3ien
4.5.).

NHTEpKYPPEHTHEIC 3a00JICBaHUS

[Tpu uHTEpKYppEHTHBIX 3aboeBaHUsIX TpeOyercs Oojiee MHTEHCHUBHBIA KOHTPOJIb KOHIIEHTPAIUH
[JIFOKO3BI B KpOBU. Bo MHOTHX cilyuasix moKa3aHO MPOBEJICHHUE aHAJIM3a HA HAJTMYMEe KETOHOBBIX Tell
B MOYE, TaKXKe 4acTo TpeOyeTcs KOPPEKIMS pexuma T03UpOBaHUsS WHCynuHA. [loTpeOHOCTH B
MHCYJIMHE Hepeako Bo3pacTaeT. IlamueHTsl ¢ caxapHbIM nuabeToM | Tuma JOJKHBI MPOJIONIKAThH
pPEeryJsipHO BKJIIOYAaTh B PAlMOH XOTA Obl HEOONBIIOE KOJIWYECTBO YIJIEBOJOB, AaXKe MpHU
yHIOTPeOIECHUH MaTbIX 00BEMOB IHUIIH, UITU €CIIK OHU BOOOIIE HE MOTYT €CTh, MJIA €CJIH Y HIX PBOTA

" T.II.. KpOMe TOr'0, OHU HC JOJI’KHBI ITOJTHOCTBIO OTKA3bIBATHCA OT MHCYJIMHA.
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AHTHTENA K MHCYJIUHY (NOCNEOCBATENEHOCTE 0011)

L

[IpumMeHeHre WHCYIMHA TTIAPTHH MOXKET BBI3BIBATh BBIPA0OOTKY aHTHTEN K HEMY. B peakux ciydasx,
U3-32 HAINYMS TaKUX aHTUTEIN, MOXET MOTPeOOBaThCSA KOPPEKLHUs 036l MHCYJIWHA IS CHIKCHHS
pUCKa pa3BUTUA TUIEPTIUKEMUH WIA TUIIOTITUKEMUH.

CoBMECTHOE IPUMEHEHHUE C ITHMOTIMTa30HOM

CooOmanoch 0 choydasx CepIeYHOW HEAOCTAaTOYHOCTH TPU TPUMEHEHUH HHCYJIHHA C
MUOTJINTa30HOM, OCOOCHHO y TAIUEHTOB C (akTopaMud pHUCKA PA3BUTHS  CEPACUHOU
HEJOCTAaTOYHOCTU. DTO HEOOXOAMMO MPUHUMATh BO BHUMAaHHE IMPU HAa3HAYEHUH KOMOMHAIMHU
nuornuTasona u npenapara Jlanryc ConoCrap. [Ipy npuMeHeHHH JaHHOW KOMOWHAIIUHA HEOOXO0IUMO
OCYHICCTBJIATDH HaGJIIO,Z[GHI/Ie ManuceHTa B OTHOLICHUU IMPU3HAKOB W CHMIITOMOB XpOHH‘IGCKOﬁ
cepz[equﬁ HCAOCTAaTOYHOCTH, YBCIIMUCHUA MACCHI TCJIa U OTCKOB. HpI/IeM MMUOrJInTa3soHa CICAYCT
IPEKPATUTh IPU yCYTYOJICHUH CUMITOMOB XPOHHUYECKOM CepAeuHOI HETOCTaTOUHOCTH.

OH_II/I6KI/I, CBA3AHHBIC C MPUMCHCHUEM JICKAPCTBCHHOI'O ITperiapaTa

Coobmanocs 06 ommroOKax Tepanuu, KOrja BMECTO HHCYJIMHA IJIapTUH MalUeHThI CIIy4aifHO BBOIMIH

Jpyrue WHCYJIHMHBI, OCOOCHHO HWHCYJHMHBI KOPOTKOro JeictBusa. Bo wn30exanue ommbOOYHOTO

BBEJICHUS APYroOro Ipernapara WHCYJIWHA, Mepel, KaXIOH MHBEKLIUEH BCEraa CIeNyeT MPOBEPSTH

Ha3BaHME U JO3HPOBKY IIpernapara.

4.5. BzaumopeiictTBue ¢ JAPYrMMHM JIEKADCTBEHHBIMH T@penapataMd HW [Jpyrue BHABI
B3aMMO/eHCTBHUA

dapmakoguHaMHUYECKOE B3aUMOJIEUCTBHE

[lepopaibHbIE  TUNOTJIMKEMHUYECKHE CPEICTBA, HHTUOUTOPHI  aHTHOTCH3MHIIPEBPAIIAIOIIETO
depmenrta, am3ommpamuia,  GuOparbl, (QIyOKCEeTHMH, WHTHOMTOPHI  MOHOAMUHOKCHIA3BI,
NEHTOKCU(PWILINH, TPONOKCU(EH, CATUIMUIATHI U CYJIb(haHUITaMUAHbIE TIPOTUBOMUKPOOHBIE CPEICTBA
MOTYT YCHJIMTh THUIOTJIMKEMHUYECKOE NEHCTBHE WHCYJIWHA M TOBBICUTH TPEAPACIIONOKEHHOCTh K
pa3BUTHIO TUNOTIUKEeMHUH. [IpU OJHOBpEMEHHOM MPUMEHEHHH MOXKET TOTPeOOBATHCS KOPPEKITUS
J103bI HHCYJIUHA TJIAPTHH.

[ MIOKOKOPTUKOCTEPOHIBI, AaHA30JI, AUA30KCU, AUYPETHKH, TNIIOKaroH, M30HUA3U[, SCTPOTEHBI U
recrareHel (HampuMmep, B TOPMOHAIBHBIX KOHTpPALICNTHBAX), IPOU3BOAHBIC (PEHOTHA3HHA,
COMATOTPONHUH, CHUMIATOMUMETHKHA (Hampumep, dSnuHehpUH [agpeHaIMH|, caabOyTamoll,

TepOyTaIMH) ¥ TOPMOHBI IIMTOBUIHOW KeJle3bl, HHTMOUTOPHI MPOTea3, aTUIIUYHbIE HEHPOJICNTHKH
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(HanpuMep, OJAaH3AMMH WJIM KJIO3aIKMH) MOTYT OCIa0uTH [TAIOT IHKEMUYGCKOE- AeHCTRIC (MB¢YIMHA.

[Ipu o1THOBpEMEHHOM MPUMEHEHHH MOKET NMOTPEOOBAThCA KOPPEKIIHS 1036l MHCYJIMHA TJIapPTUH.
Bera-anpeno0nokaTopsl, KIOHUAWH, COJIM JIUTHUS WK AJIKOTOJIb MOTYT KaK YCHJIUTh, TaK U OCIa0UThH
TUIIOTJINKEMUYECKOE JIEUCTBUE UHCYJINHA.

[leHTaMUIMH TIPY OJTHOBPEMEHHOM NPHUMEHEHUH C MHCYJMHOM MOYET BBI3BIBaTh TMIIOTJIMKEMMUIO,
KOTOpasi THOT/1a CMEHAETCS TUIIEPIIIMKEMUEN.

[Ipy coBMECTHOM NPUMEHEHHH C CHMIATOJIMTUKAMH, TaKUMH Kak OeTa-aapeHO0JIOKaTOPBI,
KJIOHWJIMH, TYaHeTHJIMH W PE3EPIHMH, CUMIITOMBI aJPEHEPTUUYECKON KOHTPPEryJsuu (aKTHUBALMU
CUMIATHYECKON HEPBHOM CHCTEMbI) MOTYT OBITh HE BbIPAXKEHBI WJIM OTCYTCTBOBATb.

dapmalieBTHUECKOE B3aUMOJIENCTBUE

[Tpu cmemmBanuu npenapara Jlantyc ConoCrap ¢ JpyruMu JeKapCTBEHHBIMH BEIIECTBAMH, B TOM
YHClie U C IPYTUMHU MHCYJIMHAMHU, a TaK)Ke pa3Be/IeHUU Mpenapara BO3MOKHO 00pa3oBaHUE OCajKa
WM U3MEeHEeHHe Mpoduis AelcTBUA MpernapaTa BO BpEMEHH.

4.6. @epTUIBLHOCTb, 0EPEMEHHOCTD U JAKTALMS

bepeMmeHHOCTD

[TarmenTkn NOMKHBL WHGOPMUPOBATH JIEYAIler0o Bpadya O HACTOSALIEH WM IUIAHUPYEMOM
OCpEeMEHHOCTH.

He mnpoBoaunock paHAOMH3UPOBAHHBIX KOHTPOJIMPYEMBIX KIMHUYECKUX HCCIEIOBAaHUN 110
NPUMEHEHUIO WHCYJIMHA TIapTUH Y O€pEeMEHHBIX JKEHIIUH.

Bonwmmoe konmuuectBo HabmoaeHu# (6omee 1000 ucxoq0B OepeMEHHOCTEH MPU PETPOCTIEKTUBHOM U
MPOCHEKTUBHOM HaOJIIO/IEHNHU) B MOCTPETUCTPALMOHHBIN MEpHO MPUMEHEHUsT MHCYJIMHA TJIapruH
NOKa3aJli OTCYTCTBUE y HEro Kakux-1u0o creuupuyeckux 3(PQPEeKToB Ha TEUCHHE U HCXOA
0epeMEHHOCTHU HJIM Ha COCTOSIHUE TIIOJIOB WJIH 3/I0POBbE HOBOPOXKICHHBIX.

Kpowme Toro, ¢ 1ienpo oleHkr 0€30MacHOCTH MPUMEHEHHS MHCYJIMHA [JIapTUH U MHCYJIMHA n30(aH y
OepeMEeHHBIX JKEHIINH C paHee UMEBIIUMCS WM TeCTallMOHHBIM CaXapHbIM J1abeToM ObLI MPOBEACH
MeTa-aHaJu3 §-MU HaOMIOJATeNbHBIX KIMHUYECKUX HCCICIOBAHUN, BKIIOYABIIUHN >KEHIIMH, Y
KOTOPBIX BO BpeMsi OEpEMEHHOCTH HPUMEHSUICS MHCYNUH ThapruH (n=331) u uHCYyIuH n3odaH
(n=371). DTOT MeTa-aHANW3 HE BBISBUJ CYIIECTBEHHBIX Pa3JIMUWi, KacaroIMXxcs O€30MacHOCTH B
OTHOIIEHUU 30POBbSI MaTepel WM HOBOPOXICHHBIX NpU NMPUMEHEHHUH HWHCYJIWHA TJIAPTUH U

UHCYJIMHA U30(aH BO BpeMs OEpEMEHHOCTH.

10
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COOTBETCTBYET QRCHEFTHOMY QTYETY

IMOPHOTOKCUYECKOM HITH (PETOTOKCUYECKOM JICHCTBUY MHCYJIMHA TJIapPTHH.

JUJ1s MaIMeHTOoK C paHee MMEBLIMMCS UM TeCTAllMOHHBIM CaxapHbIM JHa0eTOM BaXKHO B TEUEHUE BCEH
OepeMEeHHOCTH MOJJEPKUBATh aJE€KBAaTHBIA TJIMKEMUYECKUNH KOHTPOJIb, YTOOBI MpPEeayNpeauTh
MOSIBJIICHHUE HEXKENaTEeJIbHBIX CXO0B, CBA3aHHBIX C THIEPIIINKEMHEH.

[Ipenapat Jlantyc ConoCrap MOKET MPUMEHSTHCS B TIEPUO OEPEMEHHOCTH TOJBKO MPU HATMYUU
KIIMHUYECKUX MOKa3aHUU.

[ToTpebHOCTH B MHCYJIMHE MOXET yMEHbIIAThCs B | TpuMecTpe OepeMeHHOCTH U YBEITUYUBATHCS BO
IT u 11T TpumecTpax.

HenocpencrsenHno nocie pooB MOTpeOHOCTh B MHCYJIMHE OBICTPO YMEHbBINAETCS (BO3pacTaeT PUCK
Pa3BUTHS THIIOTIMKEMHN). B 3THX yCIOBUSAX CylIeCTBEHHOE 3HAUCHHE UMEET TUIATEIbHbII KOHTPOJIb
KOHIIEHTPALUHU TIIOKO3bI B KPOBH.

Jlakranus

Her nmaHHBIX O NMPOHMKHOBEHWH HWHCYJIMHA TJIaprUH B TpyaHoe Mosoko. [Ipemmomnaraercs, 4ro
NpUMEHEHHE WHCYJIMHA TJIapruH He OyAeT OKa3blBaTb HMKAKOTO BIHUSHHUS Ha MeTaboIn3M
HOBOPOXKICHHBIX, HAXOAALIUXCA Ha TPYTHOM BCKapMIIMBAHHUH, TaK KaK MPEJICTaBIsIeT co0oii OeoK,
PaCIIETUISIOUINIICS B JKENyIOYHO-KUIIIEYHOM TPaKTE 4YeJOBeKa /10 aMHUHOKHCIOT. Y MHaIlMeHTOK C
caxapHbIM JHAa0ETOM B MEPUOJ TPYTHOTO BCKAPMIIMBAHUSA MOXET MOTPeOOBATHCS KOPPEKLIHUS 03B
WHCYJIMHA W PEKUMA TUTaHUSI.

DepTUILHOCTE

HccnenoBanusi Ha KHMBOTHBIX HE BBISIBIIM KakuX-TMOO HEOJAronpusATHBIX BO3JEHCTBUI Ha
(bepTUIBHOCTS.

4.7. Bausinme Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CPeACTBAMH H padoTaTh C

MeXaHM3MaMH

CriocoOHOCTh MALIMEHTOB K KOHIIEHTPALMU BHUMAaHMsI U OBICTPON IICUXOMOTOPHOM peakuy MOXKET
OBITh HapyIICHA B PE3yJIbTaTe PA3BUTHUS TAKUX COCTOSIHUM KaK TMITOTJIMKEMUs], THIIEPIIIMKEMHUs UITH
HapyLIEHUsI 3peHUs. DTO MOXKET MPEACTaBIATh PUCK B TEX CHUTyalUsAX, KOTJa KOHLIEHTpalMs
BHUMAaHHUA U CKOPOCThb pEaKIHM OCOOCHHO BaKHbI (HAapHUMep, NPHU YHPaBICHUU TPAHCHOPTHHIM
CPEICTBOM MK paboTe ¢ MEXaHU3MaMH ).

[ManenTam pekoMeHIyeTcsi CcoOMIoaTh Mephl TMPEIOCTOPOKHOCTH BO HM30EKaHHE pa3BUTHS

TUIOTJIMKEMUH TIPU YIPABICHUU TPAHCIIOPTHBIMU CpPEACTBAaMHU. DTO OCOOEHHO BaXKHO ISl TEX

11
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NALKEHTOB, Yy KOTOPBIX C€lab0 BBIPKEHbI WM | [ DICYTUTBYIOR /\, CANTITOMBL,: T sBIIARIHMECs

MpEABCCTHUKAMU paBBHBaIOHlefIC}I TUINOITIMKEMUU, WUIIW OJId INalMCHTOB C 4YaCTO BO3HHUKAKOIIWUMH
ClIydyasiMu TUIIOTJIMKCMUU. B Takmx CIydasx CciIcayer peuunTb BOIIPOC B OTHOUICHUU
1eJ1eCO000Pa3HOCTH YIPaBICHHs TPAHCTIOPTHBIM CPECTBOM MM PaObOTHI ¢ MEXaHU3MaMH.

4.8. HexkenarejabHble peakuuu

Pesrome npoduiis 0e3onacHocT

l'unornukemus, Hambosiee 4acTO BCTpEUAIOIIAsCs HEXeNaTeNbHas peakius NMpH MpOBEICHUH
WHCYJIMHOTEPAIN, MOXKET Pa3BHBATHCSA B TEX CIyYasx, KOTJa /1032 WHCYJIMHA OKa3bIBACTCS
CJIMIIIKOM BBICOKOM IO CPaBHEHUIO C MMOTPEOHOCTHIO B HEM (CM. pasnen 4.4.).

TabauyHoe PE3IOME HEXKENATEIbHBIX DEAKIIUN

HpeI[CTaBHGHHBIe HMXKC BO3MOKHBIC HCKCIIATCIIbHBIC PCAKIHUU Ha (bOHe TCpaniu HHCYJINHOM
TJIAPTHH pacIpeieieHbl 0 CHCTEMHO-OPTaHHBIM KJIacCaM C yKa3aHHEeM 9acTOThl MX BOSHHUKHOBEHHUSI
cornacHo pekomenanuu BO3: ouens gacto (= 1/10); gacto (> 1/100, Ho < 1/10); Hewacto (> 1/1000,
HO < 1/100); penxo (= 1/10 000, o < 1/1000); ouens peakxo (< 1/10 000); wacToTa HEU3BECTHA

(HAOCHOBaHWH UMEIOIINXCS JAHHBIX OIICHUTh HEBO3MOXKHO).

CucremHo- Ouenp Yacro Heuacro Peaxo Ouenb peako
OpraHHbII 4acTo

KJ1acc

MedDRA

Hapymenus Aunnepr

CO CTOpPOHBI WYECKUE

WMMYHHOH peakuu

CUCTEMBI u

Hapymenue I'mnorn

MeTaboIn3M UKEeMHUS

a 1 [IMTaHUusA

Hapymenns Hucres3us
CO CTOPOHBI
HEpPBHOU
CHUCTEMBI
Hapymenus Hapymie
CO CTOpOHBI HUs
3peHus

12
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3peHI/Iﬂ TTATYIr

Hapymenus Jlunoru Jlunmoarp Amunongo3
CO CTOpOHBI nepTpo odust KOXU

KOXH u bus
MTOJIKOKHBIX
TKaHen

Hapymenus Muanrus
CO CTOpOHBI
MBIIIICYHOM,
CKEeIIETHOM
COCIMHUTEIT
bHOM TKaHU

Oourme Peakuu 3anepx
HapyIICHUS " B Ka

U peaKiuu MmecTe HaTpUs
BMeEcCTe BBE/ICHU
BBECHUA a Ortexku

Onucanue OTJICILHBIX HEXKEIATCIbHBIX PEaKIIUM

Hapywenusa memabonuzma u numanus

CuMnTomMbl pa3BUTHS THUIOMNIMKEMHH OOBIYHO BO3HMKAIOT BHe3anmHo. OIHAaKO dYacto
MICUXOHEBPOJOTHYECKUM HapylleHHsIM Ha (OoHe HeHpOIrNIMKONEeHUH (YyBCTBO YCTajlOCTH,
HEOOBIYHAsl yTOMIIIEMOCTh WM C1a00CTh, CHXKEHHE CIOCOOHOCTH K KOHIIGHTPALlMU BHUMAHUS,
COHJIMBOCTb, 3PUTEJIbHBIE PACCTPONCTBA, FOJIOBHAS 00JIb, TOIIHOTA, CIIyTAHHOCTh CO3HAHUS WIN
€ro moTeps, CyIOPOKHBIH CHUHAPOM) OOBIYHO MPEALIECTBYIOT CHUMITOMBI aJpeHepruuecKon
KOHTPpEry/siuy (aKTUBALMKM CUMIATO-3IPEHANIOBOM CHCTEMbl B OTBET Ha THUIIOTIUKEMHUIO):
YyBCTBO T0JIOJIA, Pa3IpaKUTEIbHOCTh, HEPBHOE BO30YXAECHUE WM TPEMOp, OECIOKOMCTBO,
OJIETHOCTD KOKHBIX TOKPOBOB, «XOJIOIHBIN» MOT, TAXUKAP/AXS, BRIpPAXKEHHOE cepaLeOneHue (1eMm
ObICTpee pa3BUBAETCS TUIIOTJIMKEMHUS U YEM OHA TsXkKellee, TEM CUIIbHEE BBIPAKEHBI CUMIITOMBI
aJipeHePTruYecKOi KOHTPPETYJISAIIH).

[Tpuctynsl TSXKENOM TUNOTIMKEMHH, OCOOCHHO MOBTOPSIIONIMECA, MOTYT MPHUBOIUTH K

MMOPAKCHUIO HepBHOfI CHUCTCMBEI. 3HI/I30,Z[BI HHHTGHBHOﬁ n BBIpﬁ)KGHHOﬁ THUIIOTJTIMKCMHUHU MOTYT
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YTPOXaTh JKM3HU TIALMEHTOB, TaK KaK TIPY HAPaCTAHMM . METQIIMKEMIN |-BOZMOKEH ) (IaKe

CMEPTEJIbHBINA UCXOI.

Hapywenus co cmoporvl uMMYHHOU cucmembl

Annepruyeckue peakluyd HEMEAJICHHOIO THIAa HAa MHCYJIUH pa3BUBAarOTCs penko. IlomoOHble
peaKkIy Ha MHCYJIMH (BKJIOYas MHCYJHMH IJIAPTUMH) MM BCIIOMOTATElbHbIE BEIECTBA MOTYT
IIPOSIBIIATECSA PA3BUTHEM I'€HEPAIM30BAHHBIX KOXKHBIX PEaKLMM, aHTMOHEBPOTUYECKOIO OTEKA,
OpoHxocna3Ma, CHHXKCHHS apTepHaJbHOTO MABICHHUS WM IIOKAa M MOTYT, TaKMM 00pa3oM,
IIPEICTaBIIATh YIPO3Y JUIsl )KA3HM ITaLlUEHTA.

[IpuMeHeHNEe MHCYJIMHA MOKET BBI3bIBATH 00pa30BaHUe aHTUTEN K HeMy. OOpa3oBaHKe aHTUTEI,
NEPEKPECTHO PEarupyroux ¢ YeIOBEYECKUM WHCYJIMHOM M MHCYJIMHOM TJIapTUH, Ha0lltogaeTcs
C OJMHAKOBOM 4acTOTOH NMpH NMPUMEHEHUH MHCYJIMHA W30(aH U MHCYJIMHA TJapruH. B penkux
cllydasiX HaJM4Me TAKMX AHTUTEN K WMHCYJIMHY MOJKET BbI3BaTh HEOOXOAMMOCTb KOPPEKLIHMU
peXuMa JO3UPOBAHUSA C LIEJIBIO YCTPAHEHUS TCHACHIIMHU K PA3BUTHUIO THIIO- WIIU TUIIEPIIIMKEMUH.
Hapywenus co cmoponwvl opeana 3penus

3HAuUMMBbIEe U3MEHEHHUSI PETYIISILIMY KOHLIEHTPALMK IJIFOKO3bl B KPOBU MOTYT BbI3BaTh BPEMEHHbIE
HapyLICHUs 3PEHUS BCIEACTBHE U3MEHEHHs YIPYTOCTH U ITOKA3aTelsl IPEIOMIICHUS XPyCTaIuKa
ryiasa.

JlorocpouHslli  yIy4YUICHHBIM  [JIMKEMMYECKMH  KOHTPOJb  IIOMOTaeT CHU3UTb  PHUCK
IIPOrPECCUPOBAHUS IrabeTHYeCKOn pETUHONATHH, OJTHAKO UHCYJIMHOTEpanus,
COIIPOBOKIAIOIIASACS PE3KMMU KOJICOAHUSMHU KOHLEHTpAlMi TIJIIOKO3bl B KPOBH, MOXET
COIIPOBOKIATbCA BPEMEHHBIM YXYALICHHMEM TEYEHUs JUa0eTHUeCKOW peTHHomaTuu. Y
NAllMeHTOB € TNpoau(epaTUBHON peTHHONAaTHEH, OCOOCHHO HE TMOIYYaloUINX JICYCHUs
¢dorokoarysiuuen, SMU30Abl TOKEIOW THUIOTTUKEMHH MOTYT TPHUBOJAUTH K Pa3BUTHIO
MPEXOASIIEH TOTEPU 3PECHHUSI.

Hapywenus co cmopoHbl Kodicu u NOOKONMCHLIX MKAHel

Kak u mpu npoBeZieHnH MHCYJIMHOTEPAIINH JIFOOBIMU APYTHUMH IIpETapaTaMu, B MECTe HHBEKIHHA
MOYET pa3BUBAThCS JUMOAUCTPO(DUS, B CBSI3M C UYEM BO3MOXKHO 3ameieHHe abcopOuuu
uHcyinuHa. IIpu BBeneHMM HHCyJIMHA B MECTE HWHBEKLIUW Ppa3BUBAICA JIOKATM30BaHHBIN
aMWIONJ03 KOXH, €CThb JAaHHBIE O Pa3BUTHHM TUIIEPIIMKEMUU IIPU IOBTOPHBIX HHBEKIHAX
MHCYJIMHA B 00JaCTH aMIIION 1032 KOKH. Takke coo0I1anock, 4To BHE3AMMHOE M3MEHEHNE MeCTa

HWHBCKIUHN HA HCIIOPAKCHHYIO 00J1aCTh MOXKET MMPUBOAUTH K PA3BUTHUIO TMIIOTJIMKCMHHU.
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COOTEBETCTBYET QKCNEFPTHOMY OTHETY
or 26,07 2024 HNo 15452
[locTosiHHAsE CMeHA MECT HMHBEKUMA B Tfjenenax GOIACTEH [Tremas, THEKOMEHIYeMbIX() TIiia

MOJIKOYKHOTO BBEJICHUS WHCYIIMHA, MOXET CIIOCOOCTBOBATh YMEHBIICHUIO BBIPAKECHHOCTH ITHX
peaKIuil Wik NpeJoTBPATUTH UX Pa3BUTHE.

Obwue HapyweHus U peakyuu 8 mecme 66€0eHus.

K HuUM oTHOCATCS mOKpacHeHue, 00Jb, 3y, KpaluBHUIA, OTEK WM BocnaieHue. boiabmmHCcTBO
HE3HAYUTENbHBIX pPEaKluii B MeCTE€ BBEICHHS WHCYJIHHA OOBIYHO DPAa3pelIaroTCs B IMEPHO]T
BPEMEHU OT HECKOJIbKUX JHEH 10 HECKOJIbKHUX HEEIb.

B penkux ciydasix MHCYJIMH MOXET BbI3BIBAaTh 337Ky BBIBEJCHHUS HATpusi U 0Opa3oBaHUE
OTEKOB (0COOEHHO, €CM MHTEHCU(UIIMPOBAHHAS MHCYJIMHOTEPANUsS MPUBOIUT K YIYUIIECHHUIO
paHee HEJOCTATOYHOTO TJIMKEMUYECKOTO KOHTPOJIs).

IIpnMmeHeHue y nerei

B nenom y gereit u moapocTkoB g0 18 jeT mpoduns 6€30macHOCTH aHAJIOTHYCH TaKOBOMY Y
B3poC/bIX mNanueHTOB. CooOIIeHHs O HEKeIaTeNbHbIX pPEaKIUsAX, MOJyuYeHHbIE B XOJe
MOCTPETUCTPAIIMOHHOTO HAOIIOICHNSI, BKITIOYAIIM CPABHUTEIBHO O0JIee YacThie CITydau Pa3BUTHUS
peakuuii B MecTe UHBEKIUU (00J1h) M KOKHBIX peakinii (KpalMBHUILIA, IOKPACHEHUE) Y JeTEeH U
MOJIPOCTKOB, YEM y B3POCIIbIX MMallHEHTOB.

Knuanuecknx gaHHBIX Mo Oe3omacHocTH npuMeHeHus npenapara Jlantyc ConoCrap y nerei
MJajme 2 JIeT Ha JaHHBIM MOMEHT HE MOJY4YEHO.

COOGH.IGHI/IH 0 HCXKCJIATCIBbHBIX PCAKIIUAX

Baxxno coobmare O M0J03pEeBaeMbIX HEXKEIATeNbHbIX peakUMsIX TIOCie pPEerucTpaluu
JIEKapCTBEHHOTI'O Mpenapara ¢ 1efbio 00ecreueHrs HEMPEePhIBHOTO MOHUTOPUHTAa COOTHOIIECHUS
«TOJb3a — PHUCK» JIEKAPCTBEHHOIO Mpemnapara. MeIWIUHCKUM pa0OTHUKAM PEKOMEHIYETCs
coolmare 0 JIOOBIX MOJ03PEBAEMBIX HEXKENIATENBHBIX PEAKLHUAX JIEKAPCTBEHHOTrO Iperapara
yepe3 HallMOHAJIbHbIE CUCTEMbl COOOIIEHUS O HEXeIaTeNbHbIX PEaKIHIX TOCYIapCTB — YICHOB
EBpa3zuiickoro 3KOHOMUYECKOTO COH03a.

Poccuiickas @eoepayus

Oenepanbhas Ciyx0a o Haa30py B cepe 3apaBooXpaHeHUS

anpec: 109074, r. Mocksa, CnaBsHCKas 1U101aap, 1. 4, ctp. 1

ten.: +7 (800) 550-99-03

ajipec AIIEKTPOHHOU ouThl: pharm@roszdravnadzor.gov.ru

UHTEepHET-cauT: http://www.roszdravnadzor.gov.ru

15


mailto:pharm@roszdravnadzor.gov.ru
http://www.roszdravnadzor.gov.ru/

COOTBETCTBYET QRCHEFTHOMY QTYETY
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Pecny6auka benapyce (NCCNEOOBATENEHOCTE 0011)

L

VII «LIeHTp 3KCIIEepTU3 U UCIIBITAHUH B 3{PaBOOXPAaHEHUN

aapec: 220037, r. Munck, nep. ToBapuiieckui, 1. 2a

ten./axc: +375 17 242 00 29

ajZipec IEKTPOHHOU MoUTHI: repl@rceth.by

UHTEpHeT-caiiT: www.rceth.by

Pecnybnuka Kazaxcman

PI'TI na IIXB «HanuoHanbHbIA LEHTP 3KCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB M MEIUIIMHCKHX
u3nenuit» Komurera MenuuumHCKOro u  (papManeBTHYECKOro KOHTpoJii MuUHHCTEpCTBa
3npaBooxpaneHus: Pecnyomuku Kazaxcran

aapec: r. Acrana, yn. A. Imanosa, 1. 13

ten.: +7 (7172)78-98-28

azpec dexkTpoHHoM mouThl: pdlc@dari.kz

UHTEepHeT-caiT: www.ndda.kz

4.9. Ilepeno3mpoBka

CuMIOTOMBI

[lepeno3upoBka MHCYJIMHA MOXKET MPHUBOJIUTH K TSKEIOM M MHOTIA JJIUTEIBHON THUIIOTJIMKEMUH,
yTpOXKAIOLIEH KU3HU OOIBHOTO.

Jleuenue

['unornukeMus JIErKOM W CpeqHEel CTeNeHM TSHKECTH OOBIYHO KYIUpPYeTCsl MPUEMOM BHYTDb
JIETKOYCBOSIEMBIX YTJIEBOJIOB (caxapa, KapaMeiu, MeJla, CTaKkaHa COKa WU KOJIbl). MOXET BOZHUKHYTh
HEO0OXOMMOCTh U3MEHEHHUsS CXEMBI JIO3UPOBAHUS IperapaTa, pekuMa MUTAHUS WM (QU3NYECKOU
AKTHUBHOCTH.

Onuzonsl  Oojee  TKENONW  TUIMOTJIMKEMHUH, TMPOSIBISIIOIIMECS KOMOM, CyIOporaMu WM
HEBPOJIOTUYECKHUMH PAcCTPOMCTBAMU TPeOYIOT BHYTPUMBIIIEYHOTO MM TMOJKOKHOTO BBEACHHUS
TJIIOKaroHa, a TaKXXe BHYTPHUBEHHOI'O BBEICHHUS KOHIICHTPHUPOBAHHOTO pPAcTBOpa JCKCTPO3bI
(TmroK0361). MOXKET MOTPeOOBATHLCS NTUTEIBHBIN IPHEM YTJIEBOJOB U HAOIIOICHHE CTICIIUATICTA, TaK
KaK 10CJI€ BUIUMOTO KIMHUYECKOTO YIYUIIEHHUS BO3MOKEH PEIUAUB TUIOTIIMKEMUH.

5.  ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoauHaMHUUYecKue CBOHCTBA

(DapMaKOTepaHeBTI/I‘-IGCKa}I rpymama: runoriinkeMu4CcCKoOC CpCACTBO — MHCYJIMHA NJIUTCIIBHOT'O
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COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 26.07.2024 N2 15452
JICUCTBHS QHAJIOT. (NCCNEOOBATENEHOCTE 0011)

Koo ATX: A10AEO4.

Mexanusm neiicteus, dapMakoaunHaMuueckue d3hdheKThl

WHCcynuH ThapruH sBISIETCS aHAJIOrOM  YeJIOBEYECKOrO0 HWHCYJIMHA, TMOJTYYEHHBIM METOI0M
pexomOunanuu JIHK O6akrepuit Buna Escherichia coli (turammbl K12), u oTnuyarommaMcess HU3KOM
PacTBOPUMOCTBIO B HEUTPAILHOU Cpefe.

B cocraBe mnpenapara Jlantyc ConoCrap HWHCYJIMH TIJIaprMH IIOJHOCTBIO PacTBOPUM, 4YTO
obecrieunBaeTcsl KUCIION peakiuel pactBopa s uabekiuii (pH 4). [locne BBeneHus B TOAKOXHO-
KUPOBYIO KJIETUATKy KHCIIas peakiys pacTBOpa HEUTpalMu3yercs, YTO MPHUBOIUT K OOpa30BAHUIO
MHUKPOIPEIUIHUTATOB, U3 KOTOPHIX OCTOSHHO BBHICBOOOXKIAIOTCS HEOOJIBIINE KOTUYECTBA UHCYITMHA
IJIapruH, obecneunBasl MpeacKa3yeMblid, MIaBHbIN (0€3 MUKOB) NMpoduiIb KPUBOH «KOHIIEHTpALUs-
BpeMsi», a TAK)Ke MPOJIOHTUPOBAHHOE JICHCTBHIE Mpenapara.

WHcynuH raaprud MeTaboJIM3upyeTes JI0 IBYX aKTUBHBIX MeTa0oauToB M1 u M2 (cm. paznmen 5.2.).
C83b ¢ UHCYIUHOBLIMU peyenmopamu; KAHETHKA CBSA3BIBAHHS CO CIEHU(UIECKUMHU PELENTOPaMU
WHCYJIMHA y WHCYJIMHA TJIAPTMH W ero merabomutoB M1 u M2 odeHp Onu3ka TaKkOBOW Y
YeJI0BEYECKOr0 MHCYJIMHA, B CBSI3U C YeM MHCYJIMH TJIapTUH CIIOCOOEH OCYIIECTBIIATH OMOIOrHUEcKOoe
JeiicTBHE, aHATOTMYHOE TAKOBOMY Y 3HJIOT€HHOTO UHCYJIMHA.

Haunbosiee BaxxHBIM AeWCTBMEM HMHCYJIHMHA W €rO aHAJIOTOB, B TOM YHUCJIE W HMHCYJIWHA TJapIUH,
SBIISICTCS PETYJALMS MeTaOoIu3Ma TIIIOKO3bl. MIHCYJIMH M ero aHaJoTH CHUXKAIOT KOHILIEHTPALIUIO
[JIIOKO3bl B KPOBH, CTHUMYJHPYs IOTJIOIIEHUE TIIIOKO3bl NepudepudeckuMu TKaHAMH (0COOEHHO
CKEJIETHOM MYCKYJIaTypoill M >KMpOBOW TKaHbIO) M MHTUOMpPYs oOpa3zoBaHHE TIIOKO3bl B IEYEHHU.
WHcynuH noaBisieT JIUMOIU3 B aIUNIOLUTaX U MHTHOUPYET MPOTEOIN3, YBETUYNBasi OTHOBPEMEHHO
cuHre3 Oenka. [IponoHrupoBanHoe NeiicTBUE MHCYJIMHA TIIAPTUH HAMPSAMYIO CBSA3aHO CO CHUIKEHHOM
CKOPOCTBIO ero abcopOIuu, 4To MO3BOJIAET IPUMEHATH Ipenapat 1 pa3 B cyTku. [locie moakoxHOro
BBEJICHUSI HAuyajo €ro JeHCTBUS HacTymaeT B cpenHeM udepe3 1 4. CpeaHsisi MpoaoIKUTEIBHOCTD
JecTBus cocTaBiseT 24 4, MakcuManbHas — 29 4. IIpogomKuTenbHOCTh IEHCTBUS UHCYJIMHA U €T0
aHaJIOTOB, TAKUX KaK WHCYJIMH IJIapTHUH, MOXKET CYIIECTBEHHO Pa3INyaThCsl y Pa3HbIX MAIUEHTOB WIH
y OJTHOTO U TOTO K€ MalleHTa.

brina mokazana sddexruBHOCTh MpuMeHeHus npernaparta Jlantyc ComoCrap y nereil B Bo3pacrte
cTapuie 2 JieT ¢ caxapHbIM auabetoM 1 Ttuma. Y nereil B Bo3pacTHOW rpymme 2-6 JIeT yacToTa

BO3HUKHOBCHUA THUIIOTTIMKCMUU C KIMHUYCCKHMHU MPOABJICHUAMU IPpU HNPUMCHCHHUU HWHCYJIHWHA
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COOTBETCTBYET QRCHEFTHOMY QTYETY

ot 26.07 2024 N2 15452
[JIapruH ObUIa YHUCIICHHO HWKE, KaK B TEYCHWE CYTOK{|TaK: M [B HOHHOEFBPENS O T¢PIBHENIIO C

NpUMEHEHUEM WHCYJIMHA U30(haH (COOTBETCTBEHHO, B CpeIHEM 25,5 3mH300B MpoTuB 33,0 31130108
y OJHOTO MalMEHTa B TEYEHUE OJHOI0 TOAa).

[Tpu nsTuneTHeM HAOMIOAEHUM 32 MAMEHTaMHM C CaxapHbIM Aua0eToM 2 THMa He HaOIIoAanoch
JOCTOBEPHBIX Ppa3IM4YMii B MPOrPECCUPOBAHUU JUAOETUYECKON pPETUHOMATUU TPU JICUECHUU
WHCYJIMHOM TJIAPTHH 10 CPABHEHUIO C MHCYJIMHOM H30(aH.

CBs3b C penentopamMu MHCYJIHMHONOA0OHOTO ¢aktopa pocra 1 (M®DP-1): apduHHOCTS MHCYTHHA
rmapruH K perenropy UOP-1 npubnusurensHo B 5 — 8 pa3 BbIle, YeM Y YETOBEYECKOTO MHCYJIMHA
(10 mpumepHO B 70 — 80 pa3 Hmxke, yem y UDP-1), B TO ke Bpemsi, IO CPAaBHEHUIO C YEJTOBEUECCKUM
UHCYJIMHOM, y MeTa0onuToB WHCyJIMHAa Tinaprud M1 m M2 addunnocts k peuentopy HNDP-1
HECKOJIbKO MEHBIIE.

OO0mas TeparneBTUYECKas KOHIICHTpAlMsl WHCYJIWHA (MHCYJIMHA TJIApPTUH W €ro MeTa0OJIUTOB),
orpezenseMasl y MaldeHTOB C caxapHbIM auabeToM | Tuma, Obljla 3aMETHO HUXKE KOHIEHTpAIUH,
HEOOXOUMOM ISl TOMyMAaKCUMAIIbHOTO CBs3bIBaHUS C peuentopamu W®DP-1 u mocnenyrorieit
aKTUBAIlMM MUTOTECHHO-TIPOJIU(EPATUBHOTO MYyTH, 3amyckaeMoro uepe3 peuentopsl HMOP-1.
®U3MONOTUYECKHE KOHIIEHTpanuuu HHAoreHHoro WM®OP-1 Moryt akTuBHUpOBaTh MHUTOTEHHO-
npoaugepaTuBHbIN MyTh, OAHAKO, TEPANIEBTUUECKHE KOHIIEHTPAIMU WHCYJIMHA, OTpeeiseMble IpU
MHCYJIMHOTEpanuy, Bkirodas jedeHue npenapatoM Jlantyc ConoCrap, 3HauMTENbHO HUXKE
(apMaKoIOrHYeCKUX KOHLIEHTPAIN, HEOOXOAMMBIX Il aKTUBALIUH MUTOT€HHO-TIPOIN(EPaTUBHOTO
My TH.

Knuanueckas 2dbdekTUBHOCTE U 0€30I1aCHOCTE

UccnenoBanne ORIGIN (Outcome Reduction with Initial Glargine INtervention) Obu10
MEKIYHAPOJHBIM, MHOTOLEHTPOBBIM, PaHIOMHU3HPOBAHHBIM HCCIICAOBAaHHEM, MPOBEIECHHBIM Y
12537 mamueHTOB C BBICOKMM PHCKOM pPa3BUTHS CEPJACYHO-COCYIUCTHIX 3a00J€BaHUM U C
HapymieHHoW Tinukemueit Haromak (HI'H), mapymenno# tonepanTHocThio K Titoko3e (HTT) wmm
paHHel crajuei caxapHoro Auabera 2 THMa. YYaCTHUKU HCCIeIOBaHUs ObUTH paHIOMH3HPOBAHbI HA
rpynmsl (1:1): rpymnma naueHToB, MoJyYalouX HHCYJIUH TMaprul (n=6264), KOTOpbIil TUTPOBAJICS
JI0 TOCTHKEHUST KOHIIEHTpaIuu Ttoko3bl kpoBu Hatorak ('KH) < 5,3 mmons, u rpynna maiueHToB,
MOJTyYaroNUX CTaHAapTHOE JiedeHue (n=6273).

IlepBass koHeuHas TOYKA HWCCIEAOBAHMS IPEJCTaBIsIa COOOW BpeMs IO Pa3BUTUS CEpACYHO-

COCYIIUCTOM CMEpTH, MEPBOrO pa3BUTHS HedaTaibHOro MH(papKTa MHOKapAa WIH He]aTalbHOTO
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COOTEBETCTBYET QKCNEFPTHOMY OTHETY
or 26,07 2024 HNo 15452
MHCYJIbTA, & BTOpas KOHEYHAs TOYKA MpeagraBiisiia|CpOoi | BpeMs A0 FENBOIO (BOSHARHOBEHUS

JT000TO OCIOXKHEHHS U3 BHINICTICPEUNCICHHBIX WK JI0 TPOBEACHUS MPOIIETyPhl PeBACKYIISPH3AIIUN
(KOpOHAPHBIX, COHHBIX WM TepuepuuecKux apTepuii), WM A0 TOCHUTAIM3ANHUUA IO TOBOIY
pa3BUTHS CEpPACYHON HEAOCTATOYHOCTH.

BropocTeneHHbIMU  KOHEYHBIMH TOYKAaMHM OBLIM CMEPTHOCTh MO JIO0OW MNpUYMHE U
KOMOMHHPOBAHHBIN TTOKA3aTEIb MUKPOCOCYIUCTHIX UCXO/IOB.

Nccnenosanne ORIGIN nokazano, 4yTo JiedeHre MHCYJIMHOM IVIAPTHH 110 CPABHEHUIO CO CTaHIapTHON
TUIOTIMKEMUYECKON Tepanueil He M3MEHSJIO PUCK Pa3BUTUS CEPlIEYHO-COCYAMCTHIX OCIOKHEHUMN
WIH CepJIeYHO-COCYAUCTON CMEPTHOCTH; HE OBLIO BBISBICHO PA3IMYUN B IOKa3aTeNsix J000ro
KOMITOHEHTA, COCTABIISAIOIIETO KOHEUHBIE TOYKH, CMEPTHOCTH OT BCEX MPHUYMH, KOMOMHUPOBAHHOM
[I0Ka3aTelle MUKPOCOCYIUCTBIX UCXO/0B.

B mauane wucciaemoBanms MmeauaHa 3HadeHnii HbAlc cocraBmsna 6,4 %. MennaHa 3HaueHMI
nokazarenst HbAlc Bo BpeMms jedeHus Haxoauwinach B auamnaszoHe 5,9-6,4 % B rpyrmme WHCyJIuHA
rapruf u 6,2-6,6 % B rpymnme CTaHJapTHOTO JICYSHUs Ha MIPOTSHKEHUH BCETO Mepro/ia HaOII0ICHHUS.
B rpynne nanueHToB, MOIy4YaBIIMX MHCYJIUH TJIAPTUH, YaCTOTA PA3BUTUS TSHKENON THIOTIMKEMUN
coctaBisuia 1,05 snu3zon Ha 100 manMeHTO-JIET Tepanvu, a B TPyNIe MAIMEHTOB, MOJy4YaBIIUX
CTaHJIAPTHYIO TUNorInkeMuueckyro Ttepanuto — 0,30 snu3zoga Ha 100 manueHTO-JIET Tepanuu.
UacToTa pa3BUTHS HETSDKENON THUIOTIIMKEMUU COCTaBIsja B TPYMNE MAalMEHTOB, MOJIyYaBIIMX
WHCYNMUH riaprud, 7,71 snu3onoB Ha 100 manumeHTto-jier Tepanuu, a B TpyIIe MalUEHTOB,
MOJTYYaBIIMX CTAaHAAPTHYIO THIOTNIMKEMHYECKYI0 Tepanuio — 2,44 snuzona Ha 100 marmueHTo-ieT
Tepanuu. B uccienoBaHuy npoa0IKUTENBHOCTBIO 6 €T y 42 % maiueHToB B rpyIIe, NOJy4aBIInX
WHCYJIUH TJapriH, He ObUIO OTMEYEHO HUKAKUX CITy4aeB TUIIOTITHKEMUH.

Mennana n3MEHEHU MacChl TeJa TI0 CPAaBHEHUIO C HCXOJIOM Ha IMOCIIeIHEM BU3UTE JICYCHUs ObLTa Ha
2,2 Kr BbIIIE B IPyIIE UHCYJIMHA [JIAPTHUH, YEM B IPYTIe CTAaHAAPTHOTO JICUECHHUS.

5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

CpaBHUTENBHOE W3YYCHHE KOHIEHTPALMH WHCYIWHA TIApTrUH U WHCYJIWMHA M30(aH B CHIBOPOTKE
KPOBH y 3JIOPOBBIX JIOJCH U MAllMEHTOB C CaXapHBIM JHA0ETOM, IOCIE TOJIKOXHOTO BBEIACHHUS
MpenapaToB BBIABHIIO 00Jiee MEUICHHYIO M 3HAYUTEIBHO OoJiee NIUTENbHYI0 abCcopOIuio, a TakKe

OTCYTCTBHE NMHKAa KOHLIEHTPAIMK Y HHCYJIMHA TJIAPTUH MO0 CPAaBHEHUIO C MHCYJIMHOM H30(aH.
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COOTBETCTBYET QRCHEFTHOMY QTYETY

ot 26.07.2024 N2 15452

Ilpn OIHOKpaTHOM B TEYEHUE CYTOK TOIKOKHOM | BBOUSHEY | TIpeuapama, Hlanrye, (CopmpCrap

paBHOBECHAs] KOHIICHTpAIUsl WHCYJIWMHA TJIApTHH B KPOBH JOCTUTAaeTcs uepe3 2-4 CyTOK mpu
€XKEIHEBHOM BBEJICHHH.

[Ipy BHYTPHUBEHHOM BBEJIECHUU NEPUOABI MOJTYBBIBEACHHUS HHCYJIMHA TJIAPTMH U YEJIOBEYECKOTrO
MHCYJIMHA ObLUTH COMOCTaBUMBIMHU.

[Ipu BBeIeHNY MHCYIIMHA ITIAPTHH B 00JIACTh )KUBOTA, TJIeya WK Oepa He 00HApy>KEHO JT0CTOBEPHBIX
pa3nuuMii B KOHIICHTPAIMSIX WHCYJIMHA B CBIBOPOTKE KPOBH.

[To cpaBHEHUIO C 4YETOBEYECKUM HHCYJIMHOM CpEAHEW MPOJOKUTENbHOCTU ACHCTBUS HWHCYIMH
[JIApTUH XapaKTepU3yeTcs MEHbIIeH BapuaOelbHOCThI0 (papMaKOKMHETHUECKOTo Mpoduiis, Kak y
OJTHOTO Y TOTO K€, TaK ¥ Y Pa3HBIX IMAIIHEHTOB.

Y yenoBeka B MOAKOKHO-)KUPOBOH KIIETYATKE MHCYJIMH MIAPTUH YACTUYHO PACHICTIISIETCS CO CTOPOHBI
kapOokcmwibHOro KoHIa (C-xonma) [-menu (Oera-menu) ¢ oOpa3oBaHMEM JBYX aKTHBHBIX
metabomutos M1 (2124-Gly-uncymuna) u M2 (214-Gly-des-30B-Thr-uncynuna). I[IpenmyiiecTBeHHO
B IUIa3Me KpOBU IHMpKyiaupyeT wmeradbomutr MI1. CucremHas »skcno3unus Metabomuta Ml
YBEJIMYUBACTCS MPU YBEIHUYEHUU N103bI mpernapara. ComocraBneHne MaHHBIX (HapMaKOKMHETUKH U
dbapMakoqUHAMUKN [OKa3ajd, YTO JEHCTBUE IpernapaTra B OCHOBHOM OCYLIECTBIISIETCS 3a CUET
CHUCTEMHOM dKcro3ulinu Metabonmuta M1. Y nmogasmstoriero 00JbIIMHCTBA MAIUEHTOB HE yAaBaloCh
00HapyKUTh MHCYJIUH ITIAPTHH U MeTabouT M2 B CHCTEMHOM KPOBOTOKE. B citydasix, korzia Bce-Taku
yIaBAJIOCh OOHAPYKUTH B KPOBH MHCYJIMH IMAPTUH U METa00muT M2, X KOHIICHTPAIIUN HE 3aBHCEIN
OT BBEJIEHHOM 103kl npenapara Jlantyc ConoCrap.

dapMaKOKMHETHKA Y 0COOBIX T'pYyHOIl TanuEHTOB

Bo3zpacm u non: nadopManus o BIUSTHUMA BO3pacTa U 1MoJjia Ha (apMaKOKWHETUKY MHCYJIMHA IIapTuH
orcytcTByeT. OHaKo 3TU (DaKTOpHl HE BBI3BIBAIN PAa3IMYMil B 0€30MacCHOCTU U A(PPEKTUBHOCTH
npenapara.

Kypenue: B paMKax KIMHUYECKUX HMCCIICIOBAHUM aHANN3 1O MOATPYNIIAM HE BBIABMII Pa3Inunil B
6e30macHOCTH U APPEKTUBHOCTH MHCYIUHA [IAPTUH JAJIS JAaHHOM TPYIIIBI MAMEHTOB 110 CPAaBHEHUIO
¢ o0mIei momynsue.

Odicupenue: y TIAIIUEHTOB ¢ OXKUPEHUEM He OBUIO NMOKAa3aHO HUKAKHX pa3iniuii B 0E30MaCHOCTH H
3¢ PEeKTUBHOCTH MHCYJIMHA TAPTHUH U MHCYIHHA N30(aH o CPaBHEHHUIO C MAIIMEHTAMHU C HOPMaJIbHOM
Maccoi Tena.

dapmMakoKkUHETHKA V JIETEN
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V nereii ¢ caxapubiM JuabeToM 1 Tuna B Bo3pgcre o 2 j10 6 (1T ROHTIEHT DAL i MECY THHA XTAPTUH 1

€ro OCHOBHBIX MeTabonuToB M1 u M2 B miia3mMe KpoBH Mepes BBEJCHHUEM OUYepPEIHOU 103bI, OBLIN
CXOIHBI C TaKOBBIMU Yy B3POCIBIX, YTO CBUICTEIHCTBYET OO0 OTCYTCTBMU HAKOIUICHUS HHCYIWHA
IJIApTUH U €ro MeTaboIUTOB NMPU MOCTOSIHHOM MPUMEHEHUU UHCYJIUHA [JIApTUH y JeTeH.
6. ®APMAINEBTUYECKHE CBOMCTBA
6.1. IlepeueHb BCIOMOraTebHBIX BElIECTB

Mertakpe3oi1 (M-Kpe30i)

[unaka xmopumg

['unepon

Harpus ruapokcun

XII0pOBOAOPOAHAS KACIOTA

Bona nis naneximin
6.2. HecoBmecTuMOCTH
[Ipenapat Jlantyc ConoCrap Henb3si CMEIIMBAThH C APYTUMHU MHCYJIMHAMH WA Pa3BOIUTH (CM.
paznen 4.2.).
6.3. Cpok rogHocTH (CPOK XpaHEHUA)
3 roxa.
Cpoxk ronHocTH Iipenapara B oqHopa3oBoit mmpui-pyuke ConoCrap nocie nepBoro UCrojib30BaHuUs
— 4 "enenu. PekoMeH1yeTcsl OTMeUaTh Ha 3TUKETKE AaTy MEePBOTr0 BBEICHUS Mperapara.
6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPH XPAHEHU U
XpauuTth nipu Temnepatype ot 2°C no 8°C B 3anuiieHHoM OT cBeTa mecte. He 3amopakuBaTh.
[Ipu xpanenun npenapata Jlantyc ConoCrap B XOJOAWIBHUKE CIEIYeT CICAUTH 32 TEM, YTOOBI
KOHTEUHEPHI HE CONMPHUKACAIUCH HEMOCPEICTBEHHO C MOPO3WIBHBIM OTCEKOM HJIM 3aMOPOKEHHBIMU
yHaKOBKaMHU.
[IpenBapurenbHO 3anodHeHHY0 NpUL-pydky ConoCrap He OXJIaXaaTh.
Hcnonwszyemblie ogHopazoBblie mnpui-pydku ConoCrap ciieyeT XpaHuTh IpU TEMIIEPATYPE HE BHILIE
30°C, 3ammmaTrh OT BO3JICHCTBHS CBETA.
6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKHU
I[To 3 M mpemapaTa B KapTpHIK U3 MPo3padHoro, 6eciseTHoro crekia (tun 1). Kaptpumk ykynopex
C OJTHOM CTOPOHBI IPOOKOH 13 U30MPEHOBOI0 KayuyKa U OpoMOyTHIIKaydyKa H 00KaT aJIOMHUHHAEBBIM

KOJITTAYKOM, C JIPYTOM CTOPOHBI — IUTyHXKEpoM M3 OpoMOyTHiiKaydyka. KapTpumpk BMOHTHPOBaH B
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omHopasoByto mimpui-pydky ComoCrap. I1¢ S5 mmpmir-pysgk[|CanaCrap LBMECTS | () IAgKOM-

BKJIQAbIIIECM B KAPTOHHYIO IMAYKY.

6.6. OcoOble MepbI MPEI0CTOPOKHOCTH NPH YHHYTOKEHHH HCIOJIB30BAHHOIO JIEKAPCTBEHHOI0
npenapara WM OTXO0J0B, MOJYYEHHBIX Moc/Je NMPUMEHEHHs JIEKAPCTBEHHOIro INpenapara,
ApYrue MaHUMYJISIHHH € IPenapaTom

[lyctele mmpun-pyukn ConoCrap He JODKHBI MCIIONB30BAaTbCsl IMOBTOPHO U IOJJIEXkKAT
YHUUYTOXEHHIO.

Het oco0bIx TpeOOBaHM K yTHIIM3AIUH.

Bech ocraBmmiics nekapcTBEHHBIH penapar u OTXOAbI CIEAYeT YHUUTOXHUThH B YCTAHOBICHHOM

MOpsIZIKE.
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COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 26.07.2024 N2 15452

MHCTPYKIUS MO UCMIOJIb30BAHMIO U OBPAITHEHHI) MPEABAPYTEIEHO

3ATIOJTHEHHOM IITPUII-PYYKH COJTOCTAP”

[epen ucnonb3oanueM mOpui-pydku ConoCrap® BHHMATENbHO IPOYMTaiiTe MHPOPMAIMIO IO

HCITOJIb30BAaHUIO M OOPAIICHHUIO.

Inpun-pyyka ConoCtap® — 3T0 NmpeaBapuTeNbHO 3aMOJHEHHAs OHOPA30Bas IITIPUI-PydKa s
BBeJIeHUS nHCYynuHa. [lepen HauamoM Hcnonb30BaHUs MINPUI-PYyUKH 00cynuTe ¢ Bammm Bpadom, Kak
MPaBUJIBLHO JIeJIaTh UHBEKIIMN UHCYJIMHA.

BHuMarenapHO NpOYUTANTE UHCTPYKLUIO IIEPE MIEPBBIM UCIIOIB30BAHUEM IINIPUL-PYUYKH. Eciin Bbl
caMM He MOKeTe HCIO0Jb30BaTh Impui-pydky ConoCrap® umM He MMeeTe BO3MOKHOCTH
JecTBOBATH COTNIACHO MHCTPYKIMH, HCHONb3yiiTe mmpui-pydky ComoCtap® Tonbko B TOM ciIydae,
€CJIM €CTh JIMIIO0, YXakuBarollee 3a BaMu, 1 KoTopoe MOXeT AeiCTBOBATh B TIOJIHOM COOTBETCTBUU C
UHCTPYKLUEH.

Ecnu mmpun-pydka XpaHuTcsl B XOJIOAWIBHUKE, €€ HY>)KHO M3BJeub 3a 1-2 yaca 10 MHBEKIIUHU, YTOOBI
OHa Harpenach 10 KOMHaTHOM TeMIEPaTyphl.

JlepxuTe MIPUI-PYUKy, KaK MMOKAa3aHO B JaHHOW WHCTPYKIUU. JIJis TOro 4To0bI YOeauThes, 94To Bol
MPABUJIBHO YCTAHOBUIIM J03Y, JACPKHUTE MIMPUI-PYUKY TOPU30HTAILHO, YTOOBI UIJIa OblIa clieBa, a
1IKaja J03UPOBKH CIPaBa, Kak IOKa3aHO Ha PUCYHKE BHU3Y.

Ber Mmoxere Habupath 10361 oT 1 g0 80 emmuui ¢ marom B 1 enuuuiy. Kaxkmas mmpwui-pydka
COJIEP’KUT HECKOJIBKO J03.

Konnayok wnpuu-py4ku Wrna (He BXoauT B KOMNNEKT) Kopnyc wnpuu-pyuku

[lepxarens OKHO 703bI

KaprpumKa

:ﬂ—ﬂ] M_T:LQ;:;;P Nantycs cn.it::f@

BHetwnmit BHyTpeHHMit
3aLLNTHBIA 3aLLNTHBIA
Konnayok KOMnayoK

HapyxHan sawmtHan membpasa L

Kronka

Cenexrop
Wrna PesuHoan npobka [103bI

Cxemarnyeckoe uaobpaxkeHne
WNPUL-PYYKH

Basknast ungopmanust 06 ucrosibzosanuu ConoCrap®:

e Bcerna npucoenuHsiiiTe HOBYIO UIIIY TNEpe] KaKIbIM NpuMeHeHueM. Bcerga ucnonb3yiite
WITIBI, KOTOpBIE COBMECTHMBI co mmpHi-pyukoit JlanTyc® ConoCrap®, Hampumep, HTIbI
BD Muxkpo-®aiin [Imtoc (BD Micro-Fine Plus), BD Aptolllunzg JIyo (BD AutoShield Duo),
IOnudaiin Ientunc Ilmoc (Unifine Pentips Plus), Mucynen (Insupen).

e He BrIOupaiite 103y W/HiIu He HAXKUMaNTE KHOIIKY BBOJA JI03bI, €CIM BBl HE MpUCOeTUHIITN
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uriy. (NCCNEOOBATENEHOCTE 0011)

e [lepen ka0l HMHBEKLMEH BCera MpoBoAUTE TeCT Ha Oe3omacHocTh (cM. Lar 3).

e Ilnpun-pyuka ConoCrap® HOMKHA HCIONB30BaThes TOJIBKO BaMu M He HepenaBaThes
JIpyromy JIAILy.

e Ecnu mabekuuro Bam pemaer npyroi 4enoBeK, TO OH JOJDKEH NMPUHUMATH CIIEIMaJIbHbIC
MEpBI TIPEAOCTOPOKHOCTH BO H30CKAHHE CIyYalHBIX PAHCHWH WIJIOW W TIEpeHoca
UHQEKIHH.

e Huxorza He ucnons3yiite mmpun-pyuxky ConoCrap®, eciii oHa MOBpeXK/IeHa, WK, Koraa Bel
HE YBEPEHBI, UTO OHA Pa0OTACT HAMIEKAIIUM 00Pa30M.

e Bcerma Hocute ¢ coboii 3amacHyro mmpui-pydxy ConoCrap® Ha ciydail mortepu wiam
HOBPEXKACHHUS.

Ilar 1. IIpoBepbTe HHCYJIUH

1. [TpoBepbTe HAAMUCh HA ATUKETKE HIMPULI-PYUKH NT€pel UCTIOIb30BaHUEM, YTOOBI YOS AUTHCS B
TpaBUILHOM BbIOOpe mHCyuHa. Ilnpui-pyuka ConoCrap®, comepskamas npemapat Jlantyc®,
MMeEET KOPILyC CEpPOro LBETa C IIyPIypPHON KHOIIKOW BBOJA JO3BI.

2. CHUMHTE KOJIMAYOK IIMPUL-PYUKH.

3. [IpoBepbTe BHEIIHUI BUJ pacTBOpa HHCYIMHA. PacTBOp MHCYIMHA TOHKEH OBITH TPO3payCH,
OeclBeTeH, HE COAEPKAaTh BUIAMMBIX YacTUI] M 110 KOHCHUCTCHLMH HAIOMHHATh Boxay. He
ucnonb3yitre mmpui-pyuxy ConoCrap®, eciu pacTBOp MyTHBIH, OKpAILIEH MIIH B HEM IIPUCYTCTBYIOT

YaCTHUIIEL.

Ilar 2. YcranoBuTe UIiy

Jns xkaxaol MHBEKIUU BCET/la HCIOJIb3YWTE HOBYIO CTEPWIbHYIO WIIy. ODTO IOMOTAET
PEeOTBPATUTh NHPUIIUPOBAHUE, a TAKKE BO3MOKHOE 3aCOPEHHE UTJIBI.

1. CHUMUTE HAPY)KHYIO 3aIIUTHYIO MEMOpaHY.

2. [IpucoenuuTe WMy K WIOPUI-PYYKE, MPU ITOM AEpKUTE €€ IpsiMo (HABUHTUTE WIIU

HaACHBTC, B 3aBUCMMOCTH OT BH A I/II‘J'IBI)
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COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 26.07.2024 N2 15452
(MOCNEOOBATENBHOCTE 0011)

He nepxwuTe uriy noj HakJIoOHOM B MOMEHT NPUCOETUHEHUS K IIPHUI-PYUKe. ITO MOXKET IPUBECTH

K MOBPEKICHUIO PE3MHOBOM MPOOKH, MPOTEUKE MHCYIHHA U K MTOJIOMKE UTJIBL.

Hlar 3. [IpoBeanTe TECT HA 0€30MACHOCTH
[lepen xkaxmoil MHBEKIMEH BCET/1a MPOBOJUTE TECT Ha 0€30MacHOCTh. DTO rapaHTHPYET, YTO Bl
IIOJIyYUTE TOYHYIO 103y, ISl 3TOTO:

e y0OeauTech, YTO IUIPULI-PYUYKA U UIJIa PAOOTAOT IPAaBUIIBHO

e  yJajuTe IIy3bIPbKU BO3AYyXa

1. Habepure 103y, paBHy10 2 eAMHUIIAM, TOBOPAYHBast CEJIIEKTOP 03I

N/

2. CHuMUTE BHELTHHUH 3aIIMTHBIN KOJMavdok uriibl. He BeIOpackiBaiiTe ero, Tak Kak OH
noHagoOutcs Bam mocne mpoBeacHuss WHBEKIUH. CHUMHUTE BHYTPEHHUW 3alllUTHBIN

KOJIa4oK Uriibl. BeIOpochTe ero, Tak kak oH Bam 6osbIle He MOHAT0OUTCS.

C— G—
= <l
CoxpaHutb Bbibpocutb

3. YnepxuBaiiTe MNPUL-PYyUKY UIJION BBEPX.

4. [TocTyuuTe nanpIeM 1o AepKaTesto KapTpupKa Ut TOT0, YTOObI My3bIPHKH BO3AyXa
25
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NOJHSAIHUCH K MIJIC. (MOCNEOOBATENBHOCTE 0011)

L

5. HaxxmMuTe Ha KHOIIKY BBOJIa JI03bI /10 OTKa3a. [IpoBeprTe, BHIXOAUT JIM WHCYJIMH W3

KOHYMKAa UTJIBI.

oT —

Bo3moxkno, Bam moHamoOuTcst mpoBecTH TECT Ha 0€30MacHOCTh HECKOJIBKO pa3, MPEeXIe 4eM
MOSIBUTCS] HHCYJIMH.
e Ecau BeIOpoCc MHCyNIHMHA HE TOSABISAETCS U IOCJIE TMOBTOPHOIO IPOBENEHHS TecTa Ha
0€30MacHOCTb, MPOBEPHTE HATMYKE MY3bIPHKOB BO3TyXa.
e Ecnu ecth My3bIpbKU BO3AyXa, TO TECT HA O€30MACHOCTh CIEAYET MOBTOPSITH 0 TEX MOp,
MOKAa OHU HE HCUYE3HYT.
e Ecau nmy3slppku BO3AyXa OTCYTCTBYIOT, TO, BO3MOXKHO, UIJIa 3acopeHa. B nanHoMm ciyuae,
3aMeHuTe Urity. Ecnu mocsie cMeHbI UTJIbl MHCYJIMH HE MOSBISETCS U3 UTIIbL, BO3MOXKHO, UTO
HIIPUI-PYYKa TOBPEXK/IECHA, TAKOW IIMPULI-PYUKON MMOIB30BATHCS HEIb3SI.

Ilar 4. YcranoBka 103bl HHCYJINHA

Bbl MOXkeTe ycTaHOBUTH 103y € IIaroM B | e€AMHMIly OT MHUHUMalbHOW B 1 enumHumy 1o
makcuManbHoU B 80 equani. Eciiu Bam HeoOxomuma n1o3a 6ombine 80 eAHHMIL, CIeTyeT BBECTH €€

B 2 wiu 0ojiee NHBEKIINI.

1. [IpoBepbTe 3HAUCHHUE B OKHE JI03BI TTOCJIC TTPOBEACHUS TeCTa Ha 0€301acHOCTh. OHO TOIKHO
OBITH paBHO «0».
2. HabGepure Tpebyemyro 103y (Ha npuMepe Hibke BeIOpaHHas 1o03a paBHa 30 equnauiiam). Eciu

Bb1 HaOpanu HenpaBUIIBHYIO 103y, TOBEPHUTE CEJICKTOP 03Bl B 0OpPATHOM HAIPaBICHUH JI0
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HY>KHOI'0 3Ha4CHHUA. (MOCNEOOBATENBHOCTE 0011)

I L

/s

e He HaxumaiiTe Ha KHONIKY BBOJIa 1036l BO BpeMs BBIOOpaA J103bI, TaK KaK MOKET MPOU30HTH
BBIOPOC MHCYJIMHA, YTO B CBOIO OY€pe/lb MPUBEAET K HEMPAaBUIbHOM JJO3UPOBKE.

e CeneKTop /03bl MOXKET OBITh MOBEPHYT TOJBKO HA TO KOJMYECTBO €AMHUI] J03bI, KOTOPOE
CONECPKUTCSA B IUIPUL-PYUYKE, IIO3TOMY HE IMBITAUTECh MOBOPAYMBATH CEJIEKTOP AO3bI
Oosblle, YeM 3TO BO3MOKHO, U HE IPUMEHANTE cuily. B ToM citydae, eciu B IINPUL-pyUKe
COJIEP/KUTCSL HEJOCTAaTOYHOE KOJMYECTBO MHCYJIMHA, BBl MOkeTe BBECTHM HEHOCTAIOLICE
KOJIMYECTBO C MOMOILBI HOBOW IUINPUL-PYYKH WIM BBECTH BCIO JO3y M3 HOBOW LIMPHII-
PYUKH.

Hlar 5. Uabeknus nHCYJIMHA

1. Hcnonp3yiiTe cioco0 BBeIEHUS, TPEANUCAHHbIN Barmum nedanum BpauoM.

2. Beenute urity mog Koxy.

3. I[O KOHIId HAXKMUTC Ha KHOIIKY BBOAA 1O3bI. 3HadeHUe AO03bI B OKHC J103bI HOJIDKHO BCPHYTHCS K

3HaYeHUIO «0y.
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(NCCNEOOBATENEHOCTE 0011)

4. He usBnekas WINly W yAep)KHBas KHOIKY BBOAA J103bl, MEIUIEHHO JocuuTaiite no 10. Oro
HEOOXOAMMO ISl TOTO, YTOOBI TapaHTHPOBATh IOJHOE BBEACHWE N03bl. [lopmieHp MIMpHI-pyUKH
niepeMeIaeTcs Mpyu BBEACHUH KaKI0H 103b1. [lopIieHs JOCTUTHET OCHOBAaHMS KapTPUIXkKa, KOTia BCe

300 eguHMIl MHCYNIHMHA OYTyT UCTIOIH30BAHBIL.

Hlar 6. YaajieHnue Uribl.
Bcerna otcoenuHsiiTe Uriy Mociie MHBEKIIMU U XPAHUTE IIMPHUI-PYUKY O€3 UTJIbl. DTO MO3BOJIUT
n30eKaTh 3arpsi3HEHUS UIJIbI U TIOCIIEAYIOEr0 HH(UIIMPOBAHUS, CKOIIJICHUS ITy3bIPhKOB BO3/1yXa B

KApTPUIKE U NIPOTCKAHUS UHCYJINHA.

A. Jlnsg toro, uToOBI MPEIOTBPATHTH CIy4YailHOE MOBPEXICHHE, HAJCHbTE BHEUIHUN 3aIIUTHBIN
KOJIMAYOK HA WIJIY, U C €ro IMOMOIIbI0O OTCOCAMHUTE HIITy. UTOOBI YMEHBIINUTH BEPOSTHOCTD
CIIy4allHOM TpaBMBbI UITIOW, HUKOTJA HE HA/IEBATE BHOBb BHYTPECHHUHN KOJIIIAYOK UIJIBL.

e Eciu nabekunio Bam nenaeT apyroit 4enoBek, Ui eciiu Bel qemaere MHBEKIHIO KOMY-TH00,
cilefyeT coOMoAaTh OCOOYI0 OCTOPOKHOCTh NpPU YJAJIEHUM M YTUIM3ALUHU UIJIBL
CobmropaiiTe mpeanaraemMble Mepbl O€30MAaCHOCTH NPU YJAIEHUM U YHUUYTOXKEHHU WIJ
(mocoBertyiiTech ¢ BamuMm Bpadom, (papmanieBTOM MIIM MEJICECTPOi), YTOOBI CHU3UTH PUCK
CJlydaifHOW TpaBMBI UTJION U Nepeaadn HH(PEKIIMOHHbBIX 3a00JIeBaHUH.

B. Yrtummsupyiite uriy 6e30macHo, Kak peKoMeH10Bai Bami Bpau.

C. Bcerma naneBaiiTe 0OOpaTHO KOJIAYOK Ha MIMPHUI-PYYKY. XPAHHUTE MIIPHUI-PYUKY O
CIEAYIOIIEH NHBEKIINH.

Yxox 3a LINPUL-PYYKOI

Hcnonp30BaHHYIO MINPHI-PYYKY HEOOXOAMMO yTHIM3HPOBATH COTIACHO TPEOOBAHUSAM MECTHOTO
3aKOHOZAATEIILCTBA.

HInpun-pyuky HEOOXOAMMO 3allMINATh OT MBUIM U IpsA3H. Bl MokeTe akkypaTHO €€ MpOoTHpaTh
CHapy>kH YMCTOH BIaXXHOHN TKaHb0. Henb3s morpyaTth LNPULI-PYUKY B )KUAKOCTH, IPOMBIBATh UIIU
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CMa3bIBaTh BO H30EKAHUE €€ MOBPEKICHHS. (MOCNENOBATENBHOCTEL 0011)

IInpunu-pyuka ConoCrap® paspaborana s TOUHOTO M 0€30MACHOTO (YHKIHMOHHUPOBaHHUA. C Hell
HY>XKHO oOpamarbes OepexxHo. M30eraiite cuTyanuii, Ipu KOTOPBIX MOXXHO MOBPEIUTH INIPHULI-
pyuky. Ecnu Bel nogo3peBaete, uTo Bara mmpui-pydka noBpexaeHa, UCIoab3yiTe HOBYIO IITIPHUILI-
PYy4Ky.

[ycteie mmpuu-pydku ConoCrap® He [OMKHBI HCIONB30BAThCSA MOBTOPHO U MOJJIEHKAT
YHUUYTOXKEHHUIO.

7. AEPKATEJIb PETUCTPAHMOHHOI'O YAOCTOBEPEHUSA

I'epmanus

Canodu-Asentuc Joitamang ['MOX

Bpronunrmrpacce 50, 65926 ®@paunkdypt-Ha-Maiine

7.1 llpeacraBuTeib AepaTessi PperuHCTPALMOHHOIO Y10CTOBEPEHUS

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccuiickasa ®@eoepayus
AO «Canodu Poccus»
aapec: 125375, r. Mocksa, yn. TBepckas, a. 22
ten.: +7 (495) 721-14-00
azipec IEKTpOoHHOM mouThl: Sanofi.Russia@sanofi.com
Pecnybnuxa benapyco
000 «Csukc buodapmar»
aapec: 220004 MuHnck, yn. [lumutposa, 1. 5, oduc 5/40
ten.: +375-17-329-0770
ajZipec IEKTPOHHOM mouThl: belarus.info@swixxbiopharma.com
Pecnybnuxa Kazaxcman
TOO «Swixx Biopharma (Csuxc buodapma)»
aapec: 050012, r. Anmarsl, yi. XKamoOsina, 1. 100
ten.: +7 (727) 339 17 90
aJpeC IEKTPOHHOM MOYTHI:
kazakhstan.info@swixxbiopharma.com
8. HOMEP PETHCTPAHUOHHOI'O YAOCTOBEPEHUSA
JIIT-Ne(000207)-(PT-RU)
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9. IATA TEPBUYHOI1 PETUCTPALIMU|(TIOATBEPKAEHHS PEIHGTRA MM 1 1)

HNEPEPET'UCTPAILIUN)
Hata nepsoii peructpauun: 20 anpens 2021

10. JATA IIEPECMOTPA TEKCTA

OOmass  xapakTepucTuka JekapcTBeHHoro mpemnapara Jlantyc ConoCrap aocTymHa Ha
uH(pOpMallMOHHOM TmopTane EBpa3uiickoro 3IKOHOMHUYECKOTO CcOI3a B  HH(POPMAIMOHHO-

KOMMYHHUKaIIMOHHOH cetn « THTepHeT» http://eec.eaeunion.org/

30



	Лечение
	Инсулин гларгин является аналогом человеческого инсулина, полученным методом рекомбинации ДНК бактерий вида Escherichia coli (штаммы К12), и отличающимся низкой растворимостью в нейтральной среде.
	В составе препарата Лантус СолоСтар инсулин гларгин полностью растворим, что обеспечивается кислой реакцией раствора для инъекций (рН 4). После введения в подкожно-жировую клетчатку кислая реакция раствора нейтрализуется, что приводит к образованию ми...
	Инсулин гларгин метаболизируется до двух активных метаболитов M1 и M2 (см. раздел 5.2.).
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	Связь с рецепторами инсулиноподобного фактора роста 1 (ИФР-1): аффинность инсулина гларгин к рецептору ИФР-1 приблизительно в 5 – 8 раз выше, чем у человеческого инсулина (но примерно в 70 – 80 раз ниже, чем у ИФР-1), в то же время, по сравнению с чел...
	Общая терапевтическая концентрация инсулина (инсулина гларгин и его метаболитов), определяемая у пациентов с сахарным диабетом 1 типа, была заметно ниже концентрации, необходимой для полумаксимального связывания с рецепторами ИФР-1 и последующей актив...
	Клиническая эффективность и безопасность

	Шаг 1. Проверьте инсулин
	1. Проверьте надпись на этикетке шприц-ручки перед использованием, чтобы убедиться в правильном выборе инсулина. Шприц-ручка СолоСтар®, содержащая препарат Лантус®, имеет корпус серого цвета с пурпурной кнопкой ввода дозы.
	2. Снимите колпачок шприц-ручки.
	3. Проверьте внешний вид раствора инсулина. Раствор инсулина должен быть прозрачен, бесцветен, не содержать видимых частиц и по консистенции напоминать воду. Не используйте шприц-ручку СолоСтар®, если раствор мутный, окрашен или в нем присутствуют час...
	Шаг 2. Установите иглу
	Шаг 3. Проведите тест на безопасность
	Шаг 4. Установка дозы инсулина
	Шаг 5. Инъекция инсулина
	1.  Используйте способ введения, предписанный Вашим лечащим врачом.
	2. Введите иглу под кожу.
	Шаг 6. Удаление иглы.
	Уход за шприц-ручкой

