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OBLIASI XAPAKTEPUCTUKA JIEKARGEBEHHOFO, FIPETABATA (1004)

1. HAMMEHOBAHUE JIEKAPCTBEHHOI O ITPEITAPATA

Tymxeo ConoCrap, 300 EJI/Mn, pacTBOp AJist TOJKOKHOTO BBEICHUS

2. KAYECTBEHHBIA 1 KOJIMYECTBEHHBIA COCTAB

JlelicTByto111e€ BEIIECTBO: MHCYJIMH TIapruH™.

Kaxxnas npenBaputenbHo 3anoyiHeHHas mnpul-pydka coaepkut 300 EJ] nncynuHa riaprud B 1 M
pacTBopa.

*[TomyueHo ¢ ucnons3oBanueM Escherichia coli no Texnonoruu pekomO6unantHoi JTHK.
BcnomoraTenbHble BelecTBa, HaJIMYME KOTOPBIX HAJ0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: HaTpuit (cM. paszaen 4.4.).

[TosHbI nepedyeHb BCIIOMOraTeNIbHBIX BELIECTB PUBEJEH B pasneie 6.1.

3. JIEKAPCTBEHHAS{ ®OPMA

PacTBop AJ1 MOIKOKHOTO BBE/ICHUSI.

[Ipo3paunblii, OECIIBETHBIN WM OYTH OSCLIBETHBIN PacTBOP.

4. KJIIMHUYECKHUE JAHHBIE

4.1. [loxka3zaHusi K NPUMEHEHUIO

JlexapctBennbiii mpemnapatr Tymxeo ComoCrap moka3zaH Ui JICUGHHS caxapHOTO jJuadera,
TpeOYIOLIEro JeUeHHs] UHCYJTMHOM, Y B3POCIBIX U JETel 6 JIeT U cTapie.

4.2. PesxuM 103MpOBaHus U CNIOCO0 MPUMEHEHHUS

Enqumauner npenapara Tymkeo ConoCrap (umHcynuHa raaprud 300 EJI/Mi) oTHOCSTCS TOJIBKO K
npenapaty Tymxeo ConoCtap M He SKBUBAJICHTHBI JPYTUM €AMHULIAM, BBIPAXKAIOMIUM CHITY

I[GﬁCTBHH APYTrUux aHaJIOTrOB MHCYJIMHA.

PexxuM 103upoBaHus

[Ipenapar Tymxeo ConoCrap cieayeTr BBOAWTH MOAKOXKHO 1 pa3 B CyTKH B JH00OE€ Bpems THS,

MMPEAIIOYTUTCIIBHO B OJHO U TO KC BPCMA.

[Ipenapar Tymxkeo ConoCrap npu OJHOKPaTHOM BBEAECHHHM B TE€UEHHE CYTOK I03BOJISET UMETh
ruOkuil TpaduK TPOBENEHUS HMHBEKIHUH: NP HEOOXOAMMOCTH MAIMEHTHI MOTYT MPOBOJIUTH

WHBEKIIMIO B TEYCHUE 3 YaCOB JI0 WJIM 3 YacCOB MOCJIe OOBIYHOTO JIJIsi HUX BPEMEHH €€ MPOBEICHUS.

HGHGBBIG S3HAYCHHA KOHICHTpAllMU TJIOKO3bl B KpPOBHU, HOO3BI U BpEMA HpI/IeMa/BBGI[eHI/IH

THUIIOTTIMKEMHUYCCKHUX IIPETIapaToB JOJIKHBI OIPEACIIATECA U KOPPECKTUPOBATHCA HHAWBUAYAJIbHO.
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Koppekuust 1035l TakKe MOXKET OTpedOoBaThs, HAPUMED;TPHE HBMEHEHIY [MAGCHL Teila IAlyeHTa,

ero oOpasa *H3HU, I3BMEHEHUU BPEMEHH BBEACHUSI HHCYJIMHA WM IPU IPYTUX COCTOSIHUAX, KOTOPbIC
MOTYT YBEJIMUYUTH MPEAPACIIONOKEHHOCTh K Pa3BUTHIO TUIIO- WIN TUIIEPIIIMKEMUH (cM. pasaen 4.4.).
JIroOble M3MEHEHHUs [103bl MHCYJIWHA JOJDKHBI MPOBOAUTBHCS C OCTOPOKHOCTBIO M TOJNBKO IOA

MEIUIMHCKUM HAOIIOEHUEM.

[Ipenapar Tymxeo ComoCtap HE SBISETCS HMHCYJIMHOM BbIOOpa IJIS JICUCHUS THA0ETUYECKOTO
KE€Toanmuao3a. BsTtom CJIy4dac MpeaAnouYTCHUC CIICAYCT OTAaBATh BHYTPUBCHHOMY BBCACHUTIO NMHCYJIMHA

KOPOTKOT'O JEHCTBUSL.

VY Bcex MalMeHTOB C CaXapHbIM AMA0ETOM PEKOMEHAYETCs MPOBOAUTH MOHUTOPUHT KOHIIEHTPAIIUH

TJIIOKO3bI B KPOBH.
Hauano npumenenus npenapama Tyooceo ConoCmap

e [lammenTsl ¢ caxapHbIM 1uadberom 1 Tuma
[Ipenapat Tymxeo ConoCrap 10IKEH IPUMEHATHCS | pa3 B CyTKU B COUETaHNUHU C UHCYJIMHOM,
BBOJIMMBIM BO BpeMsI ITpHeMa MHIIH, U TPeOyeT WHANBUIYATbHON KOPPEKIUS J103BI.

e [lamueHThI ¢ caxapHBIM TU1a0ETOM 2 THTIA
PexomennoBannas HauanbHas no3a cocraBiger 0,2 EJI/kr maccel Tena 1 pa3 B CyTKH ¢

MOCJEAYIOEH HHANBUTYATbHOW KOPPEKIIUEN JT03bI.

Ilepexoo c ssedenus uncynuna enapeur 100 EJl/mn na npenapam Tyooxceo ConoCmap u, Haobopom,

¢ npenapama Tyooceo ConoCmap na uncynun enapeur 100 E/J[/mn

Nucynmua tmaprua 100 EJl/mn u mpenmapar Tymkeo ConoCrtap He 3KBHBAJICHTHI 1O CBOUM
(bapMaKOKUHETHYECKUM, (papMaKOJIUHAMUYECKHM XapaKTEepUCTHKAM U KIMHUYECKUM 3 dextam. B
CBSI3M C 9TUM, niepexo ¢ uacynunaa rnaprud 100 EJI/mn va npenapar Tymkeo ConoCrap 1 Ha060poT,
TpeOyeT HaAONIOACHUS Bpaya, TMPOBEJACHUS THIATEIBHOTO METa0OJIMYEeCKOr0 KOHTPOJIS |

MHAUBUAYAIbHON KOPPEKIIMU 03bI Ipenapara:

e [Ilepexon ¢ uacynuna rmaprud 100 EJl/mn na mpemapat Tymkeo ComoCrap MOXeT OBITh
MMPpOBCACH M3 paCUCTa CAWMHUIA Ha CAUHHIY, HO JIA AOCTHXXCHUSA ICJICBOIO AHAlla30Ha
KOHIEHTpAllui TJIOKO3bl B IJIa3M€ KPOBHU MOXET MoTpedoBaThesi Oosiee BBICOKAas J103a

npenapara Tymxeo ConoCrap.
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e [lpu nepexone ¢ npumenenus npenapajga Tymxeq CoaaUrapiug pacymm-tapiis (100 B0/ mn

A1 CHMXKCHHUA PpHUCKa Ppa3BUTHA TUIONIIMKEMHHU O03a JOJDKHA OBITh YMCHbIIICHA

(mpubnusurensHO Ha 20%) ¢ mocneayomel KoppeKiuen 1036l Tpyu HEOOXOAMMOCTH.

PGKOMGHI[yeTCH IMPOBEACHUEC TIIATCIBHOI'O METa00INYECKOTO MOHUTOPHHI'A BO BPEM U B TCUCHUC

HECKOJIbKHMX MEPBbIX HEJIeIb MOCIIE MePEX0/1a C OJJHOTO U3 3TUX MPEnapaToB HA APYTOM.
Ilepexoo c opyeux basanvuvix uncyiunos na npenapam Tyoxceo ConoCmap

I[Ipnu mnepexone co cxembl JIEUEHHS C MHCYJIMHAMU IPOMEXYTOYHOM U JJINTENbHON
IPOJODKUTEIPHOCTH ACUCTBUS Ha cXeMy JiedeHus ¢ mpemnapatoM Tymxeo ConoCrap MOXeET
noTpeboBaThCs U3MEHEHUE /103bl 0a3aIbHOr0 MHCYJIMHA U KOPPEKLHS OJHOBPEMEHHO MPOBOIUMOM
TUIOTIMKEMUYECKON Tepanuu (M3MEHEHUE 103 U BPEMEHHM BBEIEHUS MHCYJIMHOB KOPOTKOTO
JnecTBUsS WM OBICTPOACHCTBYIOIIMX AHAJIOTOB HMHCYJIMHA, JIMOO 7103 HEWHCYJIHMHOBBIX

TUMIOTJIMKEMUYECKUX MPENapaToB).

o Hepexoz[ C OAHOKPATHOI'0 B TCYCHUEC CYTOK BBCACHUSA 68.38..HBHBIX HWHCYJIMHOB Ha OJTHOKPAaTHOC
B TEUECHHE CYyTOK BBefeHue npenapara Tymkeo ConoCrtap MOXKET TPOBOAUTHCS U3 pacyera
CAWHHIA Ha CAVUHUILY PAHCC BBOHHMOﬁ J03bI 68.38..HBHOI‘O HWHCYJIMHA.

e [Ilpu mepexome ¢ ABYKPaTHOrO B TEUEHHE CYTOK BBEJCHMS O0a3ajbHBIX HHCYJIMHOB Ha
OJIHOKpaTHOEe BBeneHue mnpenapara Tymxeo ConoCrtap peKOMEHI0OBaHHAs HadallbHas J103a
npenapata Tymkeo ComoCrap cocrasiser 80% oT o6miel cyTO4HOM J03bI 0a3aibHOTO

MHCYJIMHA, JIEYeHNE KOTOPBIM MPEKPAIACTCS.

HaHI/IeHTBI C BBICOKMMH J03aMHM HWHCYJIMHA, BCJIICACTBHUC HAJIMYUA Y HUX aHTUTCII K YCTIOBEYCCKOMY

WHCYJIMHY, MOTYT UMETh YIYUIICHHYIO peakiuto Ha npenapat Tymkeo ConoCrap.

Bo Bpems nepexona Ha nipenapat Tymkeo ConoCTtap U B TEUEHUE HECKOJBKUX HEJEIb MOCJIEe HETO

PCKOMCHAYCTCS NPOBCACHUC TINATCIILHOTO MeTa00IUYCCKOrO MOHUTOPHHTIA.

C ynydiieHneM MeTa0OoJIMYECKOro KOHTPOJIS W BO3HHUKAIOIIETO B PE3yJbTaTe ATOTO YBEITHUCHUS
YyBCTBUTEIBHOCTH K HMHCYJIMHY MOXET IOTpeOOBaThCS JIOTOIHUTENbHAS KOPPEKLUS pexuma
no3upoBanus. Koppekimst pexuma IT03UpOBaHHMS MOXKET TakKe MOoTpeOoBaThbCs, HApPUMEDP, MPH
M3MEHEHUU MAacChl TEJla WM CTHJIA JKM3HHU MAlMEHTa, IIPU W3MEHEHHH BPEMECHM BBEACHHS JIO3BI
WHCYJIMHA WIH IPY BOSHUKHOBEHUH IPYTMX COCTOSHUMN, KOTOPBIE MOBBIIIAIOT PEAPACIOI0KEHHOCTD

K Pa3BUTHUIO THUIIO- U THUIICPTIIMKCMUH.
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Ilepexoo c esedenusn npenapama Tyosceo ConpCmap na 9pyueg0azambibie Uiy 1 0004)

Bo Bpewms niepexona ¢ BBenenus npenapara Tymkeo ConoCrap Ha MpUMEHEHHE APYTHX 0a3aIbHBIX
HWHCYJIMHOB U B TCUCHUC HCCKOJIbKUX HCACIIb ITOCJIC HCTO pCKOMCHAYCTCS MCIUITMHCKOC HaGHIO,Z[GHI/Ie

U TIIATENbHBIN METa00TNYECKUIT MOHUTOPHUHT.

Pexomennyercss oOpaTHTbCs K MHCTPYKLIMH IO MEIUIIMHCKOMY HPUMEHEHHIO JIEKapCTBEHHOTO

npernapara, Ha KOTOPbI IEPEBOIUTCS MALUEHT.

Oco0ble rpyInel NAKMEHTOB

Tlayuenmul nodcunozo 6ozpacma
[Tpenapar Tymxeo ConoCrap MOXXHO IPUMEHSIThH Y TAIMEHTOB MOKUIIOTO Bo3pacTta. PekoMenmyercs
THIATEIbHBI MOHUTOPUHT KOHIIEHTPAIIUU TIIFOKO3bI B KPOBU, U 1032 MHCYJIMHA JTOJIKHA MTO0MPAThCS
UHIMBUYAIbHO. Y TalMEHTOB MOXUJIOr0 BO3pacTa MPOTrPEeCCHBHOE yXyAlleHHE (YHKLIUHU TOYEK
MOXET MPHUBOAUTH K MOCTOSHHOMY CHHKECHHUIO MOTPEOHOCTH B MHCYynuHE (cM. paszmensl 4.4., 5.1.,
5.2)).
Iayuenmul ¢ Hapywenuem QhyHKkyuu novex
[Ipenapar Tymxeo ConoCrap MOXHO NPUMEHATh Y MAlMEHTOB C MOYEYHOW HENOCTAaTOYHOCTHIO.
Pexomenayercs TIIAaTENbHBIH MOHHUTOPMHI KOHLIEHTPAlMM IIIIOKO3bI B KPOBH, a /1032 MHCYJIMHA
JOJKHA TOAOUpaThCs MHIMBUIYANbHO. Y MAllMEHTOB C MOYEYHON HEAO0CTAaTOYHOCTHIO OTPEOHOCTh
B MHCYJIMHE MOXKET YMEHbBIIATHCS BCIEACTBHE 3aMEIJICHUs MEeTa0olu3Ma MHCYIUHA (CM. pa3/iesbl
44.,5.1,5.2).
Tayuenmoi ¢ Hapywenuem QyHKyuu nevenu
[Ipenapar Tymxeo ConoCrap MOXKHO MPUMEHATHh Yy MAIMEHTOB C MEYEHOYHON HEIOCTAaTOYHOCTHIO.
Pexomennyercss TmiaTeNlbHbIE MOHUTOPUHI KOHILIEHTPALIMM IIIOKO3bI B KPOBM, a 033 MHCYJIMHA
JOJDKHA MOAOMpAThCsl WHAMBHUAYaldbHO. Y TAIMEHTOB C IMEUYEHOYHOM HEIO0CTaTOYHOCTHIO
NOTPeOHOCTh B MHCYJIMHE MOXKET YMEHBIIAThCA BCJEICTBHE YMEHBIICHHS IIIOKOHEOTeHe3a H
3aMe[IeHHsI MeTaboan3Ma HHCyauHa (cM. pasaensl 4.4., 5.1., 5.2.).

eTu
[Ipenapar Tymxkeo ConoCrtap MOXKET NPUMEHSTHCS Yy AeTed B Bo3pacte 6 yier m crapuie. [Ipu
nepexoze ¢ 6azanpHOro MHCynuHa Ha npenapatr Tymkeo ComoCrap cHMXeHHE 03Bl 0a3albHOTO
MHCYJIMHA U WHCYJHMHA KOPOTKOTO JEHCTBHSI HEOOXOIUMO YUUTHIBATh B MHIMBHUIyaJbHOM MOPSIKE,

YTOOBI MHUHUMHU3UPOBATH PUCK PA3BUTHUA T'HIIOTTITUKEMUH.
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[Ipumenenne npenapara 10 6 €T IPOTHBONIOKA3aHO (B(¢BARN [Q OTEYECTBHEY] KIMHITIECKAR AGHHBIX

1o 3 dexTuBHOCTH U 6€30MACHOCTH TPUMEHEHU).

Cnooco0 nnpuMeHeHus

[penapar Tymxeo ConoCrap BBOAUTCS B OJKOKHO-)KUPOBYIO KIIETYATKY KHUBOTA, TUIeY WK Oeaep.
Mecrta UHBEKLIUN TOIKHBI YEPEA0BATHCS MIPU KaK10M HOBOM MHBEKIUU B IIPEIEIIaX PEKOMEHyEMBIX
oOractel aisl BBEACHMsI IMperapaTa Jis TOro, YTOObI CHU3UTh PHUCK Pa3BUTHUS JIUIIOAUCTPOOUU U
JIOKAJIM30BAaHHOTO aMWiIouao3a Koxku. He pgomyckaercs BBeneHue Impermapata B 00JacTH
JHUMOAUCTPOGUH HITH JIOKATM30BAaHHOTO aMUIION 1032 KOXKU. [IponoHrupoBaHHoe AelicTBUE HHCYINHA
TJIAPTUH HAaOJI0JaeTCsl TONBKO IIPU €ro BBEACHUH B TIOJIKOKHO-KHPOBYIO KJIETYATKY.

[Ipenapar Tymxeo ConoCrap He mnpeaHa3sHayeH JJisi BHYTPMBEHHOI'O BBEAEHUs. BHyTpuBEeHHOE
BBEJICHUE OOBIYHON MOJKOXKHOM TO3bI MOKET BHI3BATh TSHKETYIO TUIIOTIIMKEMHUIO.

[Ipenapar Tymxeo ConoCrap He mnpeaHa3Hauy€H AJisi BBEJACHUS C IIOMOILIBIO HWHCYJIMHOBOU
UH(Y3MOHHOH ITOMITBI.

[Ipenapar Tymxeo ConoCrap sBisieTcs IpO3padyHbIM pPacTBOPOM, a HE CYCIIEH3MEW, I0ITOMY
pecyclieHIupoBaHus epe]] MpUMeHEeHneM He TpedyeTcsl.

C nomompto mnpui-pydkn Tymkeo ConoCtap MOXKHO BBOAWUTH 1103kl OT 1 mo 80 enuuwui Ha
MHBEKIUIO C IIarOM yBEJIMYEHUS 103bI B 1 enuHuUILy.

Cuetunk 103 mmpuu-pyuku Tymxeo ConoCrap noka3bIBaeT KOJIMUYECTBO €AMHUL Tpenapara Tyaxkeo
ConoCrap, kotopoe Oynmer BBemeHo. I[lmpur-pyuka Tymxeo ComoCrap Oblia crenHaIbHO
paspabotana st mpenapara Tymkeo ConoCrap, mosTomMy He TpeOyeTcsi HIKAKOTO JIOTTOJTHUTEIIBHOTO
nepecyera J103.

[Ipenapar Tymxeo ConoCrap HUKOIZa HE JOJDKEH M3BJIEKAThCS M3 KapTpHKa IUNPUL-PYYKH B
mmpwil (cM. pasaen 4.4.).

Henb3s ncnonb3oBath Uriibl MOBTOpHO. [lepen kaxaol MHBEKIUENH ClIeyeT MPUCOEIUHITH HOBYIO
CTepuibHYyI0 urily. I[IoBTOpHOE HCHOIB30BAaHUE WIJI YBEJIMYMBAET PUCK MX 3aKyIOPKH, KOTOpPas
MOJKET PUBOANTD K BBEJICHUIO MEHBILIEHN 103bI WM K IIEpe1o3upoBke. Kpome 3TOro, ucnonb3oBaHue
HOBON CTEpPWIBHOW WIJIbl JJIs1 KaXJOW HMHBEKUMHM MHHHUMHU3HPYET PHUCK €€ KOHTAMUHAUUU U
uHpUIMpPOBaHHUS.

B cnydae 3akynmopku WIibpl MallMEHT JOJDKEH CJIEN0BaTh MHCTPYKLIMsIM, ykazaHHbIM B ILIIAT'e 3

«MHCTpYKIIMH 110 UCHOJIB30BaHuUIO MIpHL-pydkH Tymkeo ConoCrap» (cM. pazzaen 6.6.).
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Bo nsbexanne BO3MOXKHOW mepeiadn 3a00ngBaHuil, [PPOMAFOLVIXest HEPe3 |KPOBE; THHCYIUHOBBIC

HINPUI-PYYKH HE JIOJDKHBI MCIOJIB30BaThCsl OOJ€e YeM OJHMM IAlMeHTOM, JaXXe MPHU YCIOBUU
3aMEHbBI UTJIbI.

Jns mpaBwibHOTO mosb30BaHus mmIpu-pydukol Tymkeo ConoCrap cM. «MHCTpykiuioo 1o
ucnoib3oBanuio mmpui-pydku Tymxeo ConoCrapy» B pasaene 6.6.

Jns TOro, 4yToOBl MCKIIOYUTH BO3MOXXHOCTH OIIMOOYHOTO (CIy4aifHOrO) BBEIEHHS IPYroro BHIA
uHCynuHa BMecTo mnpemnapara Tymxeo ConoCrap ciemyer Bcerna nepel Kaxaod HHBEKIUEH
MPOBEPATH ITUKETKY Ha IINPUL-pYUKe (Ha dTUKeTKe mmpul pydku Tymkeo ComoCrap Ha IBETHOM
¢done o60o3naueHa konueHtpanus «300 EJ/mm»).

Cpok ucnonb3oBaHusl IpenapaTa B oJHopa3oBoi mmnpui-pyuke Tymkeo ConoCrap mocie nepBoro
NpUMEHEHUS - 4 HeJIeN PU XPaHEHUHU B 3alIUIIICHHOM OT CBeTa MecTe. PeKoMeHayeTcsl yKa3bIBaTh
Ha 3TUKETKE MIMPHUII-PYUYKU JaTy €€ MepBOro MpuMeHEHUs.

Nudopmarius mo cMEMBaHUIO ¥ pa3BEACHUIO MIpenapara rnpeacTasieHa B pasaene 6.2.

[ToapoOHBI crtoco0 MpUMEHEHUSs JIGKApCTBEHHOTO Mpemnapara cM. paszen 6.6.

4.3. lIlpoTuBONOKA3aHUS

e [ unepuyBCTBUTEIBHOCTH K MHCYJIUHY INIAPTHH WITH K TF000OMY U3 BCTIOMOTaTeIbHbIX BEIIECTB,
IIEPEYUCIICHHBIX B pa3zaene 6.1.
4.4. OcoOble ykazaHHMsl M Mepbl NPeI0CTOPOKHOCTH NIPH NPUMEHEHUH

Baxxnas I/IH(bODMaI_[I/IH JJIA TTalTMCHTAa

[TaneHTh! JOMKHBI 001a1aTh HaBBIKAMU CAMOKOHTPOJISI CaXapHOro nuadeTa, BKJI04as MOHUTOPUHT
KOHILICHTPALlMM IJIIOKO3bl B KPOBM, a TaKXKE IPHUIEPKUBATHCS NMPABUIBHON TEXHHUKH IIPOBEICHMS
IIOJIKO’KHBIX MHBEKIUM U YMETh KyIIUPOBAaTh IMIIONIMKEMUIO U FUIIEpIIMKeMUI0. MHCynHOTEpanus
TpeOyeT MOCTOSTHHOM HaCTOPOKEHHOCTH B OTHOIIEHUH BO3MOXXHOCTH Pa3BUTHS TMIEPIIIMKEMUH UITH

THUITOTTIMKEMHH.

B cinyuae HenocTaTOUHOrO KOHTPOJIS 33 KOHLIEHTpALMEN IUIIOKO3bl B KPOBH, @ TaK)Ke IIPU HAIUYUU
TEHJCHIMH K Pa3BUTHIO TUIIO- WJIU THIIEPTIIUKEMUH, TIPEXKAE YEM NPUCTYNATh K KOPPEKLUU PEeKUMaA
JO3UPOBaHUS CIEAyeT IPOBEPUTh TOYHOCTh BBINOJHEHHWS NPEANUCAHHOW CXEMBI JICUEHUS,
coONIIO/IeHNe yKa3aHW B OTHOLICHHMM MECT BBEJCHMS IIperapara, IMPaBHIBHOCTh TEXHHUKH
IPOBEICHUS MOAKOKHBIX HHBEKIMNA U oOparieHus ¢ mnpui-pyukoit ConoCrap, a Takke yUUTHIBATh

BO3MOXXHOCTh BCEX APYTUX (PaKTOPOB, CIIOCOOHBIX BBI3BIBATH TAKOE COCTOSIHHE.
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IlanneHTsl JTOJDKHBI OBITH MPOUHCTPYKTHPOHAHBI O HEPOXOTINOCHH/ TOCTOSHHON TCMEHEL MecTa

WHBEKIUH JJI CHHDKEHUS PUCKA Pa3BUTHUS JTUMOAUCTPOPUHN U JTIOKATU30BAHHOTO aMUJION 1032 KOXKHU.
CymiecTByeT BO3MOMHBIM pPUCK 3aMEJICHHOTO  BCAacChblBaHUS MHCYJIMHA U YXYJIUICHUS
TJIMKEMUYECKOTO KOHTPOJISI TOCIAE HMHBEKIMHA HMHCYJIMHA B MECTaX C JaHHBIMU PEAKUIUSIMU.
Co001anock, 9TO BHE3aITHOE M3MEHEHUE MECTa MHBEKIIMA Ha HETIOBPEKIECHHYIO 00JIaCTh MPUBOIUT
K runoriukemMuu. I[locie cMeHbl MecTa MHBEKIUU PEKOMEHYETCS MOHUTOPUHT KOHLIEHTpAlUU
[JIIOKO3bl B KPOBHM, TaKXK€ MOXHO PpPacCMOTPETh BO3MOXXHOCTb KOPPEKTUPOBKU  J103bI

THUIIOTTIMKEMHUYCCKUX IIPCIIapaToB.

I'unormukeMust

Bpemst pa3BUTHS THIOITIMKEMHUH 3aBUCUT OT IPOGIMIIST JEHCTBHS UCIIONB3YEMbIX HHCYIMHOB M MOKET,

TaKuM 06pa30M, HU3MCHATHCA ITPHU USMCHCHHUHN CXCMbI JICUHCHUS.

Crnenyer cobmonath 0coO0yI0 OCTOPOXKHOCTh M MHTEHCU(UIHMPOBATH MOHUTOPUHT KOHIIEHTPAIUH
[UIIOKO3bI B KPOBU MU MPUMEHEHUU Mpernapara y MalueHTOB, Y KOTOPbIX 3MU30/bl TUIOTIUKEMUN
MOTYT MMETh 0Cc000€ KIMHMYECKOE 3HAUeHWE, TaKMX KaK MAaIlMEHThl C BBIPAKEHHBIM CTEHO30M
KOPOHAPHBIX ApTEPUIA HITU COCYAOB FOJIOBHOTO MO3Ta (PUCK Pa3BUTHS KapIHAbHBIX U IEPEOPATHHBIX
OCJIO’)KHEHUH TUIIOTJIMKEMHUH), a TaKXKe MalueHTaM ¢ NpoindepaTUBHON peTUHONaTHEH, 0COOEHHO,
€CJIM OHM He TMOoydYalu JiedeHHus: (GoTokoarysuueil (puck mpexopsiield MoTepu 3peHust BClel 3a

TUTIOTJIUKEMUEH ).

Kak u npu npuMeHeHun 1100bIX HHCYJIMHOB, IIPH HEKOTOPBIX COCTOSIHUSAX CUMITTOMBI-TIPEIBECTHUKH
TUIIOTJIMKEMUM MOTYT U3MEHATHCS, CTAHOBUTHCS MEHEE BBIPA)KEHHBIMHU MJIM OTCYTCTBOBaTh. K HUM

OTHOCATCA:

3aMETHOE YIy4lIeHUE TJINKEMUYECKOTO KOHTPOJIS,
- IIOCTENEHHOE Pa3BUTUE I'MIIOTTIMKEMUH;

- MOYKWJIOW BO3PAacT;

- Hajgu4ue BEreTaTUBHOW HEWpPONaTUU;

- JUIMTENbHBIM aHAMHE3 caXxapHOro auadera;

- HaJW4He MCUXUYECKUX PACCTPONUCTB;
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- OJHOBPEMCHHOC NPHMCHEHHE WHCYJIMHA [JapruH (¢]HCKONOPEIMYAINYIHMH TICKapCTBOHHBIMU

cpenctBamiu (cMm. 4.5).

Takue cuTyanuu MOTYT NMPHUBOIMTH K PA3BUTHIO TSKEJIOW THIOTIMKEMHUH (C BO3MOXKHOW MOTepeit

CO3HaHI/I5I) A0 TOro, Kak maifuCHT OCO3HACT, YTO Y HCTO Pa3BUBACTCA TUIIOTTIMKCMUS.

Crnenyer mnpuHMMATh BO BHUMAaHUE TO, YTO TMPOJIOHTUPOBAHHOE JEHCTBHE Mpernapara
Tymxeo ComoCrap npu ero mogK0KHOM BBEAECHUU MOKET OTCPOUYUTH BBIXOJ MAIlMEHTa U3 COCTOSTHUS

THUITOTTIMKEMHH.

B cilydya€ c€CJIM OTMCYAIOTCA HOPMAJIBHBIC WM CHHXKXCHHBIC IIOKAa3aTCJId TJIMKHPOBAHHOI'O
FGMOFJ'IO6I/IH3, HGO6XOI[I/IMO YUYUTBIBATh BO3MOKHOCTH PAa3BUTHUA IMOBTOPAIOIIHUXCSA HEPACIIO3HAHHBIX

ATMHU30/I0B TUIIOTIIUKEMUH (0COOEHHO B HOYHOE BPEMs).

COGHIO,Z[GHI/IG MNalnuCHTAMU CXCEMbI JO3UPOBAHUA MW PCKUMA IMHUTAHHA, HNPABUJIIBHOC BBCIACHUC
HWHCYJIMHA WU 3HAHWUC CHUMIITOMOB-IIPCABCCTHUKOB TUIIOTJIMKCMHUNU CHOCO6CTBYIOT CYHICCTBCHHOMY

CHHIXXCHUIO PUCKA PAa3BUTH T'MIIOTTIMKEMUHN.

q)aKTOpr, MOBBIITAOIINEC CKIIOHHOCTD K THIIOTTIMKCMUU, ITPU HAJTMYHUU KOTOPBIX Tpe6yeTc;1 0COOEHHO

THIATEHHOE HAOIOIEHNE U MOXKET ObITh HEOOX0IMMa KOPPEKIIHS 036l HHCYJIMHA:

CMCHa MECTa BBECACHUA HMHCYJIMHA,

- TIOBBIIIEHHE YYBCTBUTEIBHOCTH K WHCYJIWHY (HampuMmep, MpH YCTPAaHEHHH CTPECCOBBIX

(bakTopoB);
- HENPHBBIYHAS, OBBIIICHHAS WU JTUTEIbHAS (PU3NIECKAsT aKTUBHOCTH;
- HMHTEpKYppEHTHBIEC 3a00JI€BaHMUsI, COPOBOXKIAOIINECS PBOTOMU, THapeeH;
- HEJOCTaTOYHBIA MTPHEM IIHIIH;
- ToTpebIeHue 3TaHOIIa;

- HEKOTOpble HEKOMIICHCUPOBAHHBIE JHIOKPUHHBIE HapylleHHd (Takue Kak THUIIOTHPEO3,

HEJI0OCTaTOYHOCTh MepeIHEN JOJIU TUIo(H3a U HEA0CTATOYHOCTh KOPBI HAIMOYCYHUKOB);

-  OJHOBPCMCHHOC IMPUMCHCHUC HHCYJIMHA TJIAprUH C HCKOTOPBIMHU APYTHMU JICKAPCTBCHHBIMU

cpenctBamu (cMm. paszaen 4.5.).
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Y NalHEHTOB € ITOYEYHON HEAOCTATOYHOCTBIO JOTPEOHQETE B HHCYIWIHE MOKCE-YVICHBIUATECA)3a CIeT

3aMe[IeHHusI MeTa0oan3Ma HHCyauHa (cM. pasaensl 4.2., 5.1., 5.2.).

VY manueHToB MOXKUIIOro BO3pacTta Mporpeccupyloiee yxyameHne (yHKIUN T0YeK MOXKET PUBECTH

K YCTOWYMBOMY CHIDKEHHIO MOTPEOHOCTH B MHCYAMHE (cM. pasaenst 4.2., 5.1., 5.2.).

VY NanueHToB ¢ TSKEJIOW MEYEHOYHOH HEeIOCTaTOYHOCTHIO MOTPEOHOCTh B MHCYJIMHE MOXET OBITh
YMEHBIIIEHA U3-32 CHU)KEHUSI CIOCOOHOCTH K INIFOKOHEOTeHE3Y U 3aMEAJICHHs METab0IM3Ma HHCYIINHA

(cm. paznmensr 4.2., 5.1, 5.2.).

['unornukemus, B 1IEIOM, MOXET OBITh yCTpaHeHa HEMEIJIEHHBIM MPHEMOM OBbICTPOYCBaWBAaEMBbIX
yrieBoJ0B. [I0CKOIpKYy HadabHBIE NEUCTBUS MO KOPPEKUUHU TUIOTVIMKEMUHN JTOKHBI IPOBOIUTHCS
HEMEJUIEHHO, MAI[eHTaM CJIeAyeT BCEr/1a UMETh C COOOM, Kak MUHUMYM, 20 T OBICTPOYCBauBaCMbIX

YIJIEBOJOB.

NHTCpKYpPESHTHEIC 3a00JIeBaHUS

[Ipu uHTEpKYyppeHTHBIX 3a00JieBaHUAX TpeOyeTcst 0ojiee MHTEHCUBHBIM KOHTPOJb KOHILIEHTPAIUH
TJIIOKO3bI B KPOBU. BO MHOTHX clTyyasix 1MoKa3aHO MPOBEACHUE aHAIN3a Ha HAJTMYUE KETOHOBBIX TEI
B MOYe, TaK)Xe 4acTo TpeOyeTcss KOPPEKIHs peXuMa J03upoBaHus HHCyIuHA. [Ipyn BO3SHUKHOBEHUH
MHTEPKYPPEHTHOTO 3a00JIeBaHUs MOTPEOHOCTh B WHCYJIMHE YacTO NOBBINIaeTCA. [lanueHTsl c
caxapHbIM 11adeToM 1 Thma JOKHBI MPOJODKATH MOMyYaTh YITIEBOIBI HA PETYIIIPHON OCHOBE, 1aXe
€CIIM OHHM CIIOCOOHBI YITOTPEOIATH MUIILY JHIIH HEOOIBIIUMH MOPIMSIMU HIIH BOOOIIE HE IPUHUMAIOT
IUILY, WIK B CITydae Pa3BUTHs PBOTHI; MAMEHTHI C CaxapHBIM JHa0deToM | Tuma HUKOT1a He JOJDKHEI

IMOJIHOCTBIO IMPOITYCKAaTh BBCACHUC UHCYJIMHA.

KOM6I/IHaHI/I${ HWHCYJIHHA T'JIapruH ¢ MUOrJIuTasoHOM

[Ipy nmpuMeHeHuN NMUOINIMTa30Ha B KOMOMHAIMKM C MHCYJIMHOM COOOIIAJIOCh O CIIy4asX Pa3BUTHS
CepACYHONH HEIOCTaTOYHOCTH, OCOOEHHO Yy TAIMeHTOB C PUCKOM pa3BUTHS  CEpIEUHOM
HEI0OCTaTOYHOCTH. DTy HH(POPMALIHIO CIIelyeT IPUHUMATh BO BHUMaHUE IPU PACCMOTPEHUHU BOIIPOCa
0 MPUMEHEHUH KOMOWHAIMM nuoriurTazoHa c¢ npemnaparoM Tymkeo ComoCrap. Ilpu npumeHeHnu
TaKOM KOMOMHALMM MalMEHThl JOJDKHBI HAOMIOAAThCA Ha NpPEAMET MOSBICHHS NPU3HAKOB U
CUMIITOMOB CEPACYHON HEJOCTaTOYHOCTH, TAKMX KaK yBEIIMYCHHE MACChI TEJIA, MOSBICHUE OTCKOB.
[Ipu nosiBneHMN UM YTSDKEIEHUM KapAHajdbHBIX CUMITOMOB NPUMEHEHHME MHOIIMTA30HA JOHKHO

OBITH MPEKPAIICHO.
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[IpenoTBparieHne omuboK Mpyu BBEACHUN npel aparoB HHOWIHAE [(OBRATENEHOCTE 0004)

Uro6wr HEe mepenyTarh npemnapar Tymxeo ComoCrap ¢ ApyruMu WHCYJIWHAMU, HEOOXOIUMO BCETIIa
MPOBEPATH MAPKUPOBKY Ha MITIPHUII-PYUKE Mepe Kaxaoi nHbekuei. CoolIIanock o cirydasx, Koraa
CJly4aifHO ONIMOOYHO BBOAWJIMCH JPYTH€ MHCYIMHBI, B YACTHOCTH, MHCYJIMHBI KOPOTKOTO JAECHCTBUS,

BMECTO JUITUTEIBHO ACHCTBYIOIIMX WHCYIUHOB.

YroObl n30exaTh OLIMOOK TO3UPOBAHUS M BO3MOXHOW IEpelO3UPOBKH, IMallMEHThl HUKOTNA HE
JOJKHBI WCIONIb30BaTh INIMPHI] AJI1 HU3BJICUEHHs Mpernapara u3 mmpuna-pyuyku ComoCrap (cm.

paznensi 4.2.,4.9.).

Kak u mpu nmpUMEHEHHWH JPYruX MHCYJIMHOBBIX IIIMPHUI-PYYEK, MALKUEHTHl JOJDKHBI BU3YalbHO
MPOBEPATh KOJIMYECTBO HAOPAHHBIX EIWHMII JT03bl B OKHE HWHAMKATOpPA J03bl Ha IIMPHII-PYUKE.
Crnenble UM cIaOOBUIAIINE MAIMEHTHI MOJKHBI MOMydYaTh MOMOIIL OT APYTHX JIHII C XOPOIINM

3pEHUEM, KOTOPBIE YMEIOT MOJIb30BaThCs mmpui-pyukoi Tymkeo ConoCrap.

BcnomorarensHbIC BEIIECTBA

Jannblil npenapat cogepkKut Menee 1 Mmodb (23 Mr) HaTpusi, TO €CTh 110 CYTH HE COJIEPKUT HATPUSL.

4.5. BzaumopeiictTBue ¢ JAPYrMMHM JIEKADCTBEHHBIMH T@penapataMd HW [Jpyrue BHABI
B3aNMOAEeHCTBUI

HexoTtopsle lekapCTBEHHbIE CPEACTBA BIUAIOT HA META0OJIU3M IJIFOKO3bI, BCIEACTBUE YETO MPH UX

OJTHOBPEMEHHOM IPUMEHEHHUU ¢ MHCYJIMHAMH MOXET MOTPeOOBATHCS KOPPEKIUS O3Bl HHCYIMHA U

0COOEHHO TIIATeNbHOE HAOII0IEHHE.

Jlexapcmeennvie cpedcmea, KOmMopwvle MO2Ym YEeauyums 2UN0IUKeMU4ecKoe 0elucmeaue UHCyIuHa u

CKIIOHHOCMb K PA3GUMUIO 2UNO2TIUKEMUU

[lepopanbHble  THMOTIMKEMUYECKHE CPEICTBA, HMHTUOUTOPHI  aHTHOTEH3MHIIPEBPAIIAIOLIETO

depmenta (AIlD), camumuuatel, gu3onupamuf;  GuOparel, (QIYOKCETHH, HHTHOUTOPHI

MoHoamuHOKcHIa3bl (MAQ), meHTOKCU(PUIUINH, TPOTIOKCH(EH, CyIb(haHnIaMUTHbIE aHTHONOTHKH.

OnHOBpEMEHHBIN IPUEM ITHUX JIEKAPCTBEHHBIX CPEJICTB C MHCYJIMHOM IJIApIHMH MOXKET OTpeOOBaTh

KOPPEKIMH J03bI HHCYJIHHA.

Jlexapcmeennvie cpedcmea, KOmopuvle MO2ym 0c1adums cuno2iuKemMuieckoe 0eticmeue UHCyIuHa

[ TIOKOKOPTUKOCTEPOUIbI, JAaHa30], JOUA30KCH[, AWYPETHKH, CHMIIATOMUMETHKHM (Takue Kak

aZpeHANIMH, calbOyTamMoJl, TepOyTalWH), TJIFOKaroH, W30HWA3WJ, NPOW3BOJHBIC (EHOTHA3WHA,

10
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COMATOTPOIHBIA FOPMOH, FOPMOHBI LIMTOBUAHON JKEIEBH (ICTPOTCHEL, I [T eOLayCHBIT (HATPHyED, B

TOPMOHAJIBHBIX KOHTPALENTHBAX), MHTUOUTOPHI POTEa3 U aTUIUYHbIE HEHUPOJENTHKH (HAIpumep,
OJIaH3AIWH U KJIO3aIlKH).

OnHOBpeMEHHBIN MPUEM ITUX JIEKAPCTBEHHBIX CPEJICTB C MHCYJIMHOM TJIaprUH MOXKET MOTPe0OBaTh
KOPPEKLHHU 03Bl HHCYJINHA.

bema-aopenobnoxamopwi, K1OHUOUH, cou AUMUA U IMAHON — BO3MOXKHO KaK yCHUJICHHME, TaK U
ocialieHne THIOTIMKEMUYECKOTO JISHCTBUS MHCYIIMHA.

Ilenmamuoun TpU COYETAHUM C WMHCYJIMHOM MOXKET BBI3bIBATh THMIOTIMKEMHUIO, KOTOpas HMHOTIA
CMEHSIETCS TUIIEPTIIMKEMUEH.

Cumnamonumuydeckue JeKapCmeeHHvle cpedcmea — MO BIUSHAEM CUMIIATOJMTHUYECKUX CPEJICTB,
TaKuX Kak OeTa-aJipeHoOI0KaTOpPbl, KJIOHUANH, TYaHeTHIUH U PE3ePIUH, MOTYT YMEHBIIATHCS WIIH
OTCYTCTBOBATh NMPU3HAKH aJPEHEPTUYECKON KOHTPPETYISAIUHU (aKTUBAI[MN CUMITIATUYECKON HEPBHOM
CUCTEMBI B OTBET Ha Pa3BUTHE TUIOTIIMKEMUH ).

Bzaumooeiicmsue ¢ nuoznumazonom

[Ipu mpuMeHEHWU MUOTINTAa30HA B KOMOMHAIIMM C MHCYJIMHOM COOOIIATIOCH O CIIy4asx Pa3BUTHA
CEpJICYHON HEJIOCTAaTOYHOCTH, OCOOEHHO Yy TMAIUMEHTOB C PHUCKOM pa3BUTHS CEPACUHOU
HepocTaToyHOCTH (cM. pazzaen 4.4.). Ilpu mosBIeHUN WIH YTSKEJIEHUH KapAUaTbHBIX CUMIITOMOB
NpUMEHEHHE MHOTTTUTAa30Ha TOJHKHO OBITh IMPEKPaIeHO.

4.6. ®epTUIBHOCTD, 0€PEMEHHOCTDH M JIAKTAIUS

bepeMeHHOCTB

[TarueHTKH ¢ caxapHbIM TUA0ETOM JOJKHBI MH(MOPMHUPOBATH JICUALIEro Bpaya O HACTOSALICH WM
IUTaHUPYEMOI OepeMEHHOCTH.

He mnpoBoaunock paHAOMH3UPOBAHHBIX KOHTPOJIMPYEMBIX KIMHUYECKUX HCCIEIOBAaHUN 10
npumeHeHuto npemnapata Tymkeo ConoCrap y 6epeMeHHBIX KEHITHH.

Bbonwmmoe konmnuectBo HabmoaeHu# (6omee 1000 ucxoq0B OepeMEHHOCTEH MPU PETPOCTIEKTUBHOM U
IPOCIIEKTUBHOM HaONIOEHUH) NMPH MOCTMApKETHHTOBOM INPUMEHEHUM HWHCynuHa riaprud 100
EJI/Mn moka3anu OTCyTCTBUE Y HEro Kakux-au0o creruduueckux 3p(HeKToB Ha TEUEHUE U UCXOM
OepeMeHHOCTH, COCTOSIHHE IJI0JIOB WM 3J0POBHE HOBOPOKICHHBIX.

Kpowme Toro, ¢ 1ienpo oneHku 0€30MacHOCTH MPUMEHEHHS MHCYJIMHA [JIApTUH U MHCYJIMHA n30(daH y
OepeMEHHBIX KEHIIUH C PaHee UMEBIIMMCS UM TeCTAllMOHHBIM CaXapHbIM AMa0eTOM, ObLI IPOBECH
MeTa-aHaJM3 BOCBMH HAONIOJATEIbHBIX KIMHUYECKHX MCCIEOBAHUH, BKIIOYABIIUIN JKCHIIUH, Y

KOTOPBIX BO BpeMsi OepeMEeHHOCTH mpuMeHsuicss uHCyauH Tiaprud 100 EJI/mn (n=331) u uHCYIMH
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u3opan (n=371). DTOT MeTa-aHAIM3 HE |BBIABUI | [CYMICQFBOHHEEIX | PABLEHAN; | KACAQIINXCSL

0€3011aCHOCTH B OTHOLLICHUHU 3/I0POBBSI MaTepey MM HOBOPOXKICHHBIX, IPU MPUMEHEHHH MHCYJTUHA
TJIApTUH U MHCYJIHMHA U30(aH BO BpeMsi OEpEeMEHHOCTH.

B wuccrnenoBaHusX Ha JKMBOTHBIX HE OBLIO TOJYYEHO MPSMBIX MM KOCBEHHBIX JAaHHBIX 00
SMOPHOTOKCHYECKOM WU (ETOTOKCHYECKOM JNelcTBuM MHCyiauHa riaaprud 100 EJl/mMn mpu ero
IIPUMEHEHUN B 103aX, B 6-40 pa3 npeBplIIaONIMX PEKOMEHI0OBaHHBIE 1036l Y YEJIOBEKA.

JUJ1s MAIlMeHTOK C paHee MMEBIIMMCS UM T'eCTAllMOHHBIM CaXapHbIM JHa0eTOM BaXKHO B TEUEHUE BCEH
OepeMEeHHOCTH MOJACPKHUBATh aJCKBATHYIO PETYISIIHI0 METa0OJMYEeCKHX IPOIECCOB, YTOOBI
peIynpeuTh MOSBICHUE HEXENaTeIbHBIX HCXO0JI0B, CBSI3aHHBIX C TUIIEPTIIMKEMUEH.

B ciyyae HeoOX0IMMOCTH MOXKET OBITH pacCCMOTPEH BOINPOC O MPUMEHEHUH Tmpernapara Tympkeo
ConoCrap npu 6epeMeHHOCTH.

[ToTpeOHOCTS B MHCYJMHE MOKET CHUXAThCsl B MEPBOM TPHUMECTpe OEpEeMEHHOCTH W, B LEJIOM,
YBEJIMYUBATHCS B TEUEHHE BTOPOrO M TPEThEro TpUMecTpoB. HemocpeiacTBeHHO mocie poaoB
noTpeOHOCTh B MHCYJIMHE OBICTPO YMEHbBIIACTCS (BO3PACTAET PUCK PA3BUTHUS THIIOTTIMKEMHHN). B 3THX
YCIIOBUSIX CYILIECTBEHHOE 3HAUEHUE UMEET TIATENIbHBIN KOHTPOJIb KOHLIEHTPALUHU TJIFOKO3bI B KPOBH.
Jlakranus

[TaruenTkaM B MepuOJ TPYIHOTO BCKApMIIMBAaHUS MOXET MOTPEOOBATHCS KOPPEKIHUS pexKuMa

AO03UPOBaHUA UHCYJIMHA U TUCTHI.

4.7. Bausinme Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CPeACTBAMHM M padoTaTh C
MeXaHMu3MaMH
CriocoOHOCTb NMAIMEHTOB K KOHIIEHTPALUU BHUMAHUS U OBICTPOTA ICUXOMOTOPHBIX PEAKIIMIA MOTYT
OBbITh HAapyILIEHBI, HATPUMED, B PE3yJIbTATEe PA3BUTHSI TMIIOTIIMKEMHUH I TUIIEPIIIMKEMUH, @ TAKXKE B
pe3yibTare HapyLIeHUs 3pEHUs. DTO MOXKET IMPEJICTaBIATh PUCK B CHUTYalMsX, KOTJa yKa3aHHbIC
CIOCOOHOCTH OCOOCHHO BaKHBI (HAIpHMeEp, YIpaBlieHHEe aBTOMOOWJIEM WM padoTa ¢ APYTrUMH
MEXaHU3MaMHu ).
[TanveHTamM pekoMeHIyeTcsl CoONI0aTh MEphbl IMPEIOCTOPOKHOCTH BO M30€KaHHE pa3BUTHS
TUIIOTTIMKEMHUH BO BpEMsl yIPaBJIEHUS! TPAHCIOPTHBIMU CPEICTBAMH. DTO OCOOEHHO Ba)XKHO AJIS TeX
U3 HUX, y KOro €1a00 BBIPAXKEHbI MM OTCYTCTBYIOT CUMITOMBI, SIBJISIOIIMECS MPEABECTHUKAMU
pa3BUBAIOLICHCS THUMOTTUKEMHUH, WM IS TAlMEeHTOB C YacTO BO3HUKAIOUIMMH 3IU30/1aMHU
TUIOTTIMKEMUHM. OTH OCOOEHHOCTH NAalMeHTa ClIeQyeT YYMUTBhIBaTh INpPH pPELICHUH BOIpoOca O
BO3MOXKHOCTH YIPABJIECHUS UM TPAHCIOPTHBIMU CPEICTBAMHU.
4.8. He:xxesnaTesibHbIE peaKIUU
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Pestome HeskenaTeNbHbIX peakuuit (NOCNEOOBATENBHOCTE 0004)

VYkazaHHbIe HI)KE HEXellaTeJbHbIE peaklui HaOJI0IaliCh BO BpeMsl KIMHUYECKUX HCCIIEI0BaHUH,
npoBeqeHHBIX ¢ mpemapaToM Tymkeo ConoCrap U BO BpeMs KIMHHYECKOTO MPUMEHEHHS WHCYJTUHA
rnaprud 100 EJl/Mn. DTy HexenarelbHbIE pPEAKLIMU TPEACTABICHBl MO CHCTEMaM OpraHoB (B
COOTBETCTBUH ¢ Kiaccupukanmeit MenuunHCKOro caoBaps o HOPMaTUBHO-IIPABOBOI! e TEIbHOCTH
(MedDRA)) 1 B COOTBETCTBHHU ¢ PEKOMEHIOBAaHHBIMU BceMupHO opraHu3aiueit 31paBooXpaHeHus
(BO3) cnenyromuMu TpaganusiMH 4acTOThI WX BO3HHKHOBEHHS: O4eHb 4acto (= 1/10); uacto
(= 1/100, HO < 1/10); HEwacto (> 1/1000, HO < 1/100); peaxo (> 1/10 000, Ho < 1/1000); oueHb peaxo
(< 1/10 000); yacToTa HEM3BECTHA (HA OCHOBAHWU MMEIOIIMXCS TAHHBIX OIEHUTHh HEBO3MOJKHO).
Hapywenus co cmopomnslt uMMyHHOU cucmembl

Penxo: amneprudeckue peakiuu HEMEIJIGHHOTO TUMa. Takuwe peakuu Ha MHCYIWH (BKIIOYAs U
WHCYJIMH TJIAprdH) WIM BCIOMOTATENIbHBIE BEIIECTBA MOTYT, HANPUMEpP, COMPOBOXKIATHCS
TeHEPATM30BAHHBIMU KOKHBIMU PEAKIUSIMH, AHTHOHEBPOTHUYECKHM OTeKOM (OoTekoM KBHHKe),
OpOHXOCMa3MOM, CHUKEHHEM apTePHAIbHOTO JABJICHUS U IIIOKOM, a TAK)Ke MPEACTABIATh YTPO3y JUIs
YKU3HU MaIMeHTa.

Hapywenusa memabonuzma u numarnus

Od4eHp 4YacTO: TUIOTIUKEMHs, HauboJiee YacTO BCTPEUAIONIAsCsS HEXKeJIaTeNbHas pPeakius MpH
WHCYJIMHOTEpAIH, MOKET BO3HUKHYTh, €CIIH /1032 MHCYJIMHA OKa3bIBA€TCS CIMIIKOM BBICOKOM, IO
CPaBHEHHIO C MOTPEOHOCTHIO B HEM.

Kak u mpu mnpuMeHEeHUM [pYTrUX HWHCYJIWHOB, ASMU30/Bl TSDKEIOW THIOTIUKEMUU, OCOOCHHO
MOBTOPSIONINECS,, MOTYT MPUBOAUTh K HEBPOJIOTHUYECKUM HAPYIICHUSM. DTU30/AbI JITUTEIBHON U
BBIPQXCHHON THIIOTJIMKEMUN MOTYT YIPOKaTh )KU3HU MAllUEHTOB.

Y MHOrMX MalKMeHTOB MpH3HAKaM M CHMITOMaM HEHpPOMIMKONEHUH (Y4yBCTBO YCTajJOCTH,
HEaJIeKBaTHAs YTOMIIIEMOCTh I CIa00CTh, CHI)KEHHUE CIIOCOOHOCTH K KOHIICHTPAIMU BHUMAHMUS,
COHJIUBOCTb, 3PUTEIHHBIC PACCTPOCTBA, TOJIOBHAS 0OJb, TOIIHOTA, CITyTAHHOCTh CO3HAHUS WJIH €T0
noTepsi, CyJOPOKHBIM CHHIPOM) MPEAIIECTBYIOT MPU3HAKU aJPEHEPTUYECKON KOHTPPETYIISINU
(axTUBaUMU CHUMIIATO-a/IpEHAIOBOM CHUCTEMBl B OTBET Ha TUIOTJIMKEMHIO): YYyBCTBO TOJIOAA,
pa3IpaKUTEIBHOCTh, HEPBHOE BO30YKIEHHWE WIH TPEeMOp, OECHOKOWCTBO, OJETHOCTh KOXKHBIX
MOKPOBOB, «XOJOJHBIN» TOT, TaXWKApIus, BhIpaKeHHOE cepaiedbuenune. OObIUHO, YeM ObIcTpee
pa3BUBaeTCs TUIOIJIMKEMHUS, M YeM OHa TsKelee, TEeM CHJIbHEE BBIPAXEHbl CHUMIITOMBI
aJipEHEPTUYECKON KOHTPPETYIISIIHH.

Hapywenus co cmopomnwt nepsHoti cucmemvl
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OveHb pelko: ANCTreB3us. (NOCNEOOBATENBEHOCTE 0004)

Hapywenus co cmoponwl opeana 3penus
Penko: 3HaunTENIBHOE M3MEHEHUE TNIMKEMUYECKOTO KOHTPOJISI MOKET BBI3BaTh BPEMEHHOE YXY/AIICHUE
3peHus BCJIEACTBUE BPEMEHHOTO HapyIICHUs Typropa u KodpuuueHTa npeioMiIeHus: XpycTaanka
rasa.

JnutenbHOe  yIy4ylIeHHE IJIMKEMHUYECKOTO KOHTPOJI CHIDKAeT PHUCK MPOrpPeCcCHpOBAHUS
muaberndyeckord permHonarud. OJHAKO, KaK W TPU JIOOBIX CXeMaX HA3HAYCHUs WHCYJIHMHA,
MHTEHCU(PUKAIMS NHCYJTUHOBON TEPANUU C PE3KUM YITyUIlIEHHEM INTMKEMHYECKOTO KOHTPOJISI MOXKET
ACCOLIMHMPOBATHCS C BPEMEHHBIM YTSKEICHUEM TeUeHHUs JUabeTHYeCKON peTHHOMATHH.

Y nmamueHTOB ¢ TpoiuQeEepaTUBHON peTHHOMaThed, OCOOCHHO He TMONYyYarolIuX JICYCHUS
(bOoTOKOATYIISIIHMEH, IMMU30bI TSKEION THUMOTIMKEMHH MOTYT MPHBOIUTH K TMPEXOASIIeld MmoTepe
3peHusl.

Hapywenus co cmoponsl Kodxcu U noOKONMCHLIX MKAHel

Kak u mpu nedeHun moOBIMH JPYTHMH TpermapaTaMH WHCYJIWHA, B MECTE HMHBEKIMA MOXKET
pa3BHBATHCS JTUMOAUCTPO(DUS, CHOCOOHAsT 3aMENNUTh BCAaChIBAHWE HWHCYJIWHA. B KIMHHYECKHX
MCCJIEIOBAHMSIX MPY MPUMEHEHUN HHCYJIMHA TJIapruH yacTto HalmoAanacsk aunoruneprpodus (1-2%
MAIMEeHTOB), HEYACTO - JIUTIOATPODHsI.

[Ipu mpuMeHEeHUU MHCYJMHA OTMEYAIUCh CIIy4Yau Pa3BUTHUS JTOKATM30BAHHOI'O aMUJIOMI03a KOXKHU
(uactora HeusBecTHa). MMeroTcs COOOIICHHS O pPa3BUTHH TUIEPTIMKEMHH MPH TOBTOPHBIX
UHBEKIUAX B O0JacTh aMuiongo3a Koxd. [Ipy BHe3amHOM M3MEHEHMM MeCTa WHBEKIUU Ha
HEMOBPEXICHHBII Y4acTOK COO0IIaIoCh O Pa3BUTUU TMIIOTJIMKEMHH.

[TocTosiHHAs CMEHA MECT UHBEKIMI B TIpeienax odiacTeil Tena, peKOMEHAYEMbIX NSl TOAKOKHOTO
BBEJICHUSI MHCYJMHA, MOXKET CIOCOOCTBOBAaTh YMEHBIIECHUIO BBIPAXXCHHOCTH 3TON pPEaKIUU WU
MPEIOTBPATUTH €€ pa3BUTHE.

Hapywenus co cmopornst mbiuieurnotl, ckeniemuotl u coeOuHumenbHou mKauu

OueHb pesKo: MUaTHsl.

Obwue napywenus u peakyuu 6 mecme 68e0eHuUs.

Kak mpu mo0oit MHCYTMHOTEpanuM, TaKUe pPeaklUu BKIIIOYAIOT MOKpAaCHEHHE KOXH, 00Jb, 3y,
KpanuBHUIYy, CbIlIb, OT€K M BOCHalleHWEe. B KIMHUYECKUX MCCIEIOBAHUAX, MPOBOAUMBIX C
npenaparoM Tymxkeo ConoCtap y B3pOCHbIX NAIMEHTOB, YaCTOTa BCEX PEAKIIMI B MECTE BBEJICHUS Y
NalMEeHTOB, MOJy4aBHIMX JieueHue mpenaparom Tymkeo ConoCrap (2,5 %), Obula 1momoOHOM

TaKOBOIl y TAIMEeHTOB, I[OJy4aBIIUX JiedeHHe wuHcCyauHoMm Triaprud 100 E[l/mn (2,8 %).
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COOTBETCTBYET QKCIMNEPTHOMY OTYETY
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BoJbLIMHCTBO HE3HAYMTEIBHBIX PEAKLU B MedTe BBEACHUMMHAYIHHOB QOBIYHO [HPOXQ/MTIB IHCHNE

HECKOJIbKUX JTHEH MJIM HECKOJIbKUX HENIEb.

Penxo: MHCYTMH MOXET BBI3BaTh 3aJCPKKy HATPHUS M BOSHHUKHOBEHHE OTEKOB, B OCOOCHHOCTH IMPHU
VAy4YIIEeHUH paHee HeJOCTaTOYHOro MeTaboJIMYecKoro KOHTPOJdS MpU  HWHTEHCHU(UKAUU
MHCYJIMHOTEpanuu.

Jlpyrue peaknuu

[IpumeHeHHEe WHCYJIMHA MOKET BBI3BIBaTH OOpa3OBaHUE AaHTUTEN K HeMy. B KIMHHYECKHX
HCCJIENOBaHMUSIX 10 cpaBHEeHHIO Tpemnapara Tymxkeo ComoCrap m mHcynuHa rmiaprud 100 EJI/mn
o0pa3oBaHKE AaHTUTEI K MHCYJIMHY B 00€HX IpyInax JeuyeHHs HaOJloAaI0Ch ¢ OAMHAKOBOM 4aCcTOTOM.
Kak u npu npuMeHeHn# Apyrux NHCYJINHOB, B PEAKHX CIy4asX HAJMYME TAaKUX aHTUTEN K UHCYJIUHY
MOXET MOTpeOOBaTh M3MEHEHMs J103bl MHCYJIUHA C LIEJbI0 YCTPAHEHUS TEHIEHIMHU K Pa3BUTHUIO
TUIOTTIMKEMHUH WX TUIIEPIIINKEMUH.
eTH

Bezonacnocts u 3¢ddexkruBHocTh mpenapara Tymkeo ComoCrap ObUIM HPOAEMOHCTPUPOBAHBI B
MCCJIEJOBAHNMHY Y MAlIMEHTOB JE€TCKOro Bo3pacta oT 6 10 18 seT. OTCyTCTBYIOT yKa3aHMs Ha OTINYHE
YacTOThI, TUIIA M CTENEHM TSXKECTU HEXKEIATENbHbIX PEaKLMH y MalMeHTOB JAETCKOr0 BO3pacTa OT
TaKOBBIX B 001N MOMYJIAUH NAIUEHTOB C CaXapHbIM JHa0eTOM.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HOXKCIIATCIbHBIX PCAKIINAX

Baxxno coobmare O M0J03pEeBaeMbIX HEXKENIaTeNbHbIX peakUMsIX TIOCie pPEerucTpaluu
JICKapCTBEHHOTO TMpemnapara ¢ Melbio 00eCTieueHUs HEPEPHIBHOTO MOHUTOPHHTA COOTHOIICHUS
«T0Jb3a — PHUCK» JIEKAPCTBEHHOTO Mpemnapara. MeIWIUHCKAM pa0OTHUKAM PEKOMEHIYETCs
co00IIaTh 0 JIOOBIX MOJ03pPEBAaEMbIX HEXKETATeNbHBIX peaklUiX JEKapCTBEHHOIO Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMbI COOOIIEHHUS O HEXeIaTeNbHbIX PEaKIHIX TOCYIapCTB — YICHOB

EBpa3uiickoro 53K0HOMHUYECKOr0 COI03a.

Poccuiickaa ®@eoepayus

®denepanphas Ciryx0a o Haa30py B cepe 3ApaBOOXpaHCHHS
aapec: 109012, r. Mocksa, CnaBsHCKas 1omap, 1. 4, cTp. 1
tein.: +7 (800) 550-99-03

ajZipec IEKTPOHHOM MouThl: pharm@roszdravnadzor.gov.ru

WHTEpHET-caiT: http://www.roszdravnadzor.gov.ru
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Pecny6auka benapyce (NMOCNEOOBATENBHOCTE 0004)

VII «llenTp 3KcnepTU3 U UCHBITAHUN B 3JPaBOOXPAHECHUN)
anpec: 220037, r. MuHnck, niep. ToBapuieckuu, 1. 2a
tein./pake: +375 17 242 00 29

ajipec NIEKTPOHHON NmouThl: repl@rceth.by

HHTEpHET-CaT: www.rceth.by

Pecnyonuxa Kazaxcman

PI'TI na IIXB «HauuoHanbHbIA LEHTP 3KCHEPTU3bI JIEKAPCTBEHHBIX CPEICTB M MEIUIIMHCKHX
m3nenuit» Kommrera wmegunuHcKOoro W (apMameBTHYECKOTO KOHTPOJsS MMHHCTEpCTBa

3npaBooxpanenus Pecy6nuku Kazaxcran

anpec: T. Actana, yi. A. ImanoBa, 1. 13
teit.: +7 (7172)78-98-28

azapec aekTpoHHoU mouTtsl: pdlc@dari.kz
UHTEepHeT-caiT: www.ndda.kz

4.9. Ilepeno3mpoBka

CuMITOMBI

[Tepeno3upoBka MHCYIMHA (M30BITOK WHCYJIMHA OTHOCUTENIBHO MOTPEOJICHUS MUIIH, SHEpro3arpar
WIM TOTO U JIPYrOoro BMECTE) MOXKET MPUBOJUTH K TSKEJION U MHOTAA JUIMTEIbHON U yTpoXKarouei
KU3HU OOJTBHOTO THUIOTJIMKEMHH.

Jleuenue

ONu307pl TUIMOTIUKEMUU CPEIHEW TSDKECTH OOBIYHO KYMHUPYIOTCS TyTeM TpUeMa BHYTPb
OBICTPOyCBaMBaeMbIX yTIEBOAOB. MOXET BO3HUKHYTh HEOOXOIMMOCTb HW3MEHEHHUS CXEMBI
JIO3UPOBAHUs IIperapara, peskuMa MUTaHus Ui GU3NYECKON aKTUBHOCTH.

Onu3oael  Oonee  THKENONW  TUIOTIUMKEMHUH, TMPOSIBISIFOIIMECS KOMOW, CyIOpoTaMd WM
HEBPOJIOTUYECKHUMH  PAcCTPOMCTBAMU, MOTYT OBITh KYNHUPOBAHBI BHYTPHUMBIIICUYHBIM  WIIH
MOJIKOYKHBIM BBEICHHEM TITFOKaroHa UM BHYTPHUBEHHBIM BBEJICHUEM KOHIIEHTPUPOBAHHOTO PacTBOpa
JIEKCTPO3bl (TJIFOKO3b1). MoOKeT MOoTpeOOBaThCs IIUTEIBHBIA TPHEM YTJIEBOAOB W HAOJIOJICHUE
CHEIMAlCTa, TaK KaK IOCIe€ BHAUMOTO KIMHUYECKOTO VYIIYYIICHUS BO3MOXKEH pPEIHINB

THITOI'TIMKEMUU. .
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5.  ®APMAKOJIO'MYECKHUE CBOUQTBA (acnENOBATENEHOCTE 0004)

COOTEBETCTBYET DKCIMNEFTHOMY QTYETY

5.1. ®apmakoauHaMHUYecKue CBOMCTBA
dapmakoTepaneBTHIeCKas TPyIIa: CpeiCTBa IS JICUSHHs CaXapHOro AuadeTa; MHCYJIUHBI U UX
AQHAJIOTW; WHCYJMHBI JUINTEIBHOIO JEHUCTBUS U X aHAJIOTH JIJI1 NHBEKIIMOHHOTO BBEJCHUS.

Kong ATX: AI0AE(4.

MexaHu3M IeHCTBUS

Haubonee BaxHBIM A€CTBHEM WHCYJIWHA, B TOM YHCIIE U MHCYJIMHA TJIAPTUH, SIBISICTCS PETYIISIUS
MeTabonu3Ma TIIOKO3bl. HCYTWMH M €ro aHalord CHUXKAIOT KOHIIEHTPAILMIO TIIOKO3BI B KPOBH,
CTUMYJIUPYSl  TOTJIONIEHUE TJIIOKO3bl IMEePUPEPUYSCKUMU  TKAHAMH (OCOOCHHO CKEJIETHOMN
MYCKYJIATypOH M KUPOBOW TKAHBbIO) M WHTHOWPYs OOpa3oBaHWE IJIFOKO3bI B IMedeHW. MHCymHH
MTO/IABIISICT JIMIIOJIH3 B aIUTIONUTAX (KUPOBBIX KJIETKaX) U MHIHOUPYET MPOTEO0IIN3, YBEINUNBAS IPU
9TOM CHHTE3 O€lKa.

dapMakoHaMHUYECKUE CBOMCTBA

WHCynMH TnapruH SBISIETCS AHAJIOIOM YEJIOBEUECKOTr0 WHCYJIMHA, IIOJyY€HHBIM METOJIOM
pexombunanuu JIHK Gakrepuit Buna Escherichia coli (tutammbl K12), ncnonabp3yeMbIx B KauecTBE
nraMMa-npoayueHTa. OH HMeeT HU3KYI0 pacTBOPUMOCTH B HeTpanbHo# cpene. [Ipu pH 4 (B kucinoii
CpeZie) MHCYJIMH INIapruH MOJIHOCTHIO pacTBOpUM. [lociie BBeIeHHsI B TOJKOKHO-)KUPOBYIO KIIETUATKY
KHCIas Peaklius pacTBOpa HEUTPaINU3yeTcs, 4YTO MIPUBOAUT K 00Pa30BaHUIO MUKPOIIPELIUITUTATOB, U3
KOTOPBIX OCTOSTHHO BBICBOOOXKIAIOTCS] HEOOJBIIINE KOJTMUECTBA MHCYJIMHA TJIapTHH.

Hauaso neiicTBus nmoakoxHO BBeieHHOTr0 nHCynuHa raprud 100 EJI/mn 6110 Gonee MeIeHHBIM, 10
CPaBHEHMIO C YEIOBEUECKUM MHCYJIMHOM U30(aH, KpUBasl €ro JelcTBus ObUla IIaJKON U JTMIIEHHOM
IIUKOB, U NMPOAOJKUTEIBHOCTh €r0 JeHCTBUSA OblIa MPOJOHTMPOBAHHOH (JaHHBIE SYIIIMKEMHUYECKUX
KJIDMIT-MCCIIEIOBAaHNUH, TMPOBEACHHBIX Yy 3I0POBBIX TOOPOBOJBIEB M IALMEHTOB C CaXapHbIM
nuabeToM 1 Tha).

l'mnornukemuueckoe nelicteue npenapara Tymxeo ConoCrap nocie ero noJgK0XKHOro BBEAEHUS, 110
CPaBHEHHUIO C TAKOBBIM TPH TMOJKOXHOM BBeneHMH uHCynuHa Tiaprud 100 EJl/mi, 6su1o Gomee
IOCTOSIHHBIM TI0 BeJIMYMHE M 00Jiee HMPOJIOHTMPOBAHHBIM (AaHHBIE 36-4acOBOrO NEPEKPECTHOTO
SYTIIMKEMUYECKOT0 KIIMII-MCCIIeIOBaHUsA, TPOBEACHHOr0 y 18 mammMeHToB ¢ caxapHbIM JuabeToM
1 Tuna). [leiicrBue npenapata Tymkeo ConoCrap nmpogoimkanoch 6oiee 24 yacos (10 36 4acoB) mpu

€ro 1MOAKO>XXHOM BBEACHUHN B KIMHUYCCKH 3HAYUMbBIX J03aX (CM. PUCYHOK HI/I}KG).
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Bpema nocne wHbekumum (Yacsi)
Neuenne: — Tyaxeo 0.4 EA/kr --- Viucynuu rmaprun (100 EQ/wn) 0,4 KO/ kr

[IpononrupoBanHoe TUIIOTTIUKEMHYECKOE JEUCTBUE rpernapara Tynxxeo ConoCrap,

npojospkaroeecss 0onee 24 yacoB, MO3BOJISIET, MPU HEOOXOAUMOCTH, U3MEHSTh BPEMS BBEACHMUS
npernapara B rpeziesiax 3 4acoB /10 Wi 3 4acoB MOciie OOBIYHOTO [Tl MAal[MeHTa BpEMEHH IPOBEACHMUS
UHBEKIUH (CM. pazuen 4.2.).

Paznuuns B KpUBBIX TUIOMIMKEMUYECKOro AeiictBusi mpenapata Tymkeo ConoCrap U MHCYJIHHA
rmaprud 100 EJI/mit cBsi3aHbI ¢ ©”3MEHEHHEM BBICBOOOXKICHHS MHCYJIMHA TJIAPTHH U3 MPEIUITNTATA.
Jlis ogHOTO W TOro K€ KOJMYEeCTBa €IWHUIl MHCYJIMHA TJIapruH BBOJMMBIM 00beM Mpemnapara
Tynxeo ConoCrap cocTaBisieT OJHY TPEThIO YacTh OT TAKOBOTO MPU BBEICHUM WHCYJIMHA TJIapTruH
100 EJI/mi1. DTO NIPUBOAUT K YMEHBILICHHIO TUIOIIAAN TTOBEPXHOCTH MPELUIIUTATA, YTO 00ECTIeYnBaeT
Oojiee MOCTENEHHOE BBICBOOOXKJIEHHWE HMHCYJIMHA TIJIApTMH W3 TpeuunuTaTa Ipernapara
Tymxkeo ConoCrap, 1o CpaBHEHHIO ¢ TIperunuTaToM uHCyauHa rinaprud 100 EJ1/mo.

[Ipu BHYTpUBEHHOM BBEACHUU OAMHAKOBBIX /103 MHCYJMHA TJIAPTUH U YEJIOBEUECKOr0 MHCYIMHA UX
TUTOTTTUKEMUYECKOE IeWCTBUE OBLIIO OJJUHAKOBHIM.

Cea3b ¢ UHCYTUHOBLIMU peyenmopamu: WHCYIUH TIApruH MeTaboJM3upyeTcs A0 JIByX aKTHBHBIX
MetabomutoB M1 u M2 (cMm. pasmen 5.2.). UccnenoBanus in vitro mokazanu, 4to apGUHHOCTH
WHCYJIMHA TJIAPTHH W ero mMetadoautoB M1 m M2 kx penenrtopam WHCYJIMHA YeJIOBEKa MOAOOHA
TAaKOBOH y 4EJIOBEUECKOI0 MHCYJIMHA.

Ces3b ¢ peyenmopamu UHCYIUHONOO0OH020 hakmopa pocma | (UDPP-1): abdUHHOCTH WHCYIIMHA
mapruH K peuentopy UOP-1 npubmusutensHo B 5 - 8 pa3 BhIle, 4eM Yy 4EJIOBEUECKOTO HHCYJIMHA (HO
npumepHo B 70 — 80 pa3 Hmxke, yem y UDP-1), B To ke Bpems, O CPaBHEHUIO C UYEIOBEUYECKUM
WHCYJIMHOM, METa0OTUTHlI MHCYTHHA raprud M1 1 M2 UMeroT HECKOIbKO MEHBIYI0 apPUHHOCTD K
peuenrtopy UDP-1, no cpaBHEHUIO € YEIOBEYECKUM MHCYTHHOM.

OOmas TepamneBTUYECKas KOHIEHTpPALUs HHCYAMHA (KOHUEHTpAalUs HHCYJIMHA IJIApTUH MU €ro
METa0O0JIMTORB), OMpeaeseMasl y TMalMeHTOB C caxapHbIM auadetoM | Tuma, ObuTa 3aMETHO HIDKE

KOHIIEHTpAIMH, HEOOXOOUMOHN Il MOITyMaKCHUMAIbHOTO CBs3bIBaHHMs ¢ peuentopamu WOP-1 u
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MOCTIEAYIOIEN aKTUBALMM MUTOTCHHO-NPOIIUDEePaTHBH IO} I1YNH] |33 MyCKAEMPIq (YEPES, PEHENTOPDI

N®P-1. ®usnonornueckue KoHeHTpauuu 3H10reHHoro MOP-1 moryt akTuBrpoBaTe MUTOI€HHO-
nponugepaTUBHBIN MyTh, OAHAKO, TEPANEeBTUUECKNUE KOHIICHTPALUN UHCYINHA, ONpeAesieMble MPpH
MHCYJIIMHOTEpAIuK, BKIO4asg JiedeHHe npenaparoM Tymxeo ConoCrap, 3HAUUTENBHO HHUXKE
(apMaKoJIIOrH4eCcKUX KOHIIEHTpAaLHi, HEOOXOAUMBIX Ul aKTUBALlUA MUTOT€HHO-IPOJIH(PEPaTHBHOIO
Iy TH.

Kimmanueckas 3¢ heKTUBHOCTD M 0€30IMaCHOCTD

Pe3ynbTarhl, MogydeHHbIE BO BCEX KIMHUYECKUX HcclenoBaHusax npenapara Tymkeo ConoCrap,
MIPOBEICHHBIX C YU4ACTHEM B OOIIICH CI0)KHOCTH 546 MAIMEHTOB C caxapHbIM nuaderom 1 tuma u 2474
MAIUEHTOB C CaxapHbIM aua0eToM 2 THMa, IMOKa3ald, YTO CHIDKCHHE 3HAUeHUN TOoKa3aTelns
rIMKrpoBaHHoro remornoouna (HbAlc), mo cpaBHEHHIO ¢ WX MCXOJHBIMU 3HAYEHUSMH, K KOHILY
MCCJIeI0BaHMH OBLIIO HE MEHBIIIE TAKOBOTO MPH JieueHUH HHCYIuHOM riaprun 100 EJI/mo.

[IpomieHT mWanMEHTOB, MOCTHTIIMX IIeJeBOro 3HadeHWs mokazarenss HbAlc (amxe 7 %), Obun
COMOCTaBUMBIM B 00CUX TPYIINAX JICUCHHSI.

CHIKeHHe KOHIEHTpAlMil TIIOKO3bl B IUIa3ME KPOBM K KOHIy HCCIEAOBAHHUS C IIpenapaTrom
Tymxkeo ConoCrap m maCcynuHoMm riapruH 100 EJI/mn Obpii0o OAMHAKOBBIM, HO TIPH 3TOM, NpHU
nedenun mpenaparoM Tymkeo ConoCrtap 3TO CHIKEHHE ObUIO 0OoJiee TOCTETICHHBIM B TIEPHO/T
noaoopa JA03bl.

VY nanueHToB, nosy4aBmiux JedeHue mnpenaparoM Tymkeo ConoCrap, K KOHIy 6-MECSAYHOIO
nepuoja JeueHus Hablto1anoch yBeIMYEHHE MacChl Teja, B CPeIHEM, MeHee YyeM Ha 1 K.
Vayumenue nokazatenst HbAlc He 3aBuceno oT mosia, STHUYECKON MPHHAIICKHOCTH, BO3PACTa,
IPOJIOJDKUTEIBLHOCTH 3a00JIeBaHUsl CaxapHbIM JauadeToM, 3HaueHWs nokaszarens HbAlc wmm
uHaekca Maccol Tena (MMT) B ucxoe.

Y namueHToB ¢ caxapHbIM JauabeToM 2 THMa pe3yabTarhl KIMHUYECKUX HCCIEeI0BaHUM
MPOAEMOHCTPUPOBAIM ~ MEHBIIYI0 YacTOTy pa3BUTHUSI TSDKEJIOW W/WIM  MOATBEPKICHHOM
TUIIOTJIMKEMUHU, & TaKXe JOKYMEHTUPOBAHHOM THNOIIMKEMHH, IMPOTEKAKOLIEH € KIMHUYECKOU
CUMIITOMAaTUKOM, TpHu JiedeHUU npenaparom Tymkeo ConoCrap, MO CpaBHEHUIO C JIEYCHUEM
uHcynuHoM raprud 100 EJI/mo.

[TpeumymecTtBo npenapara Tymkeo ComoCrap nepen nacynuaom raprud 100 EJI/mn B oTHOmeHnn
CHW)KCHHUS PUCKA Pa3BUTHSI TSHKETIOW M/WIIH TIOATBEPIKICHHON HOYHOM TUITOTIMKEMUN ObLIO MOKa3aHO
y MalMEHTOB, paHee MOJyYaBUIMX NEPOPAIbHbIE THIONIMKEMUYECKUE npenapatsl (23 % cHuxeHue

pHUCKa) WX UHCYJIUH BO BpeMs enbl (21 % cHmkeHue pucka) B T€UeHHE repuoja ot 9-oi Hefenu 10
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KOHIIA MCCIIE/IOBAHNUS, 10 CPABHEHHIO C JIeYCHHeM HHCYIfHOM Iyfapnme MOOEIVMo T 0004)

B rpynne manueHToB, IOJy4aBIIMX JiedeHHE IpenaparoMm lymkeo ConoCrap, 10 CpPaBHEHUIO C
HalyveHTaMH, MOdy4YaBIIUMH JieueHre nHcynuHoM maprud 100 EJl/mi, cHukeHHe pucKa pa3BUTHS
TUIONIMKEMHH HaOMI0AaIoch, KaK y MAlMEeHTOB, paHEe NOIYYaBIINX MHCYIMHOTEPAIUIO, TaK U y
NalMEHTOB, paHee HE MOIy4aBLIMX WHCYIMH; CHHXKEHUE pHCKa ObUIO OONblIE B TEUEHHE MEPBBIX
8 Hexenp neueHus (HadaJbHBI IEPUON JIEUEHUS) M HE 3aBHUCEIO OT BO3pacTa, I0J1a, PACOBOU
NPUHAAIEKHOCTH, HHAEKca Macchl Tena (MMT) u anutenbHOCTH 3a0051€BaHus caxapHbIM JHa0eTOM
(<10 net u > 10 ner).

VY nmanueHToB ¢ caxapHbIM AuabeTroM | TUIA 4acTOTa pa3BUTUS TUIONIMKEMHUHM Ha (OHE JICUEHMs
npernaparoMm Tymkeo ConoCrap Oblma mogo0OHA TaKOBOM y MAIIMEHTOB, MOMYYaBIIUX JICYCHHE
uHcynuHoM riaprud 100 EJl/mn. OgHako 4YacToTa pa3BUTHS HOYHOM THIOIIMKEMHUH (U1 BCEX
KaTeropuil TMIOIIMKEMHH) BO BPEMs Ha4daJbHOIO IEpHOfa JIeYeHUs Oblla HUXKE Yy MAIUEHTOB,
NOoJTy4aBIINX JeueHue npenaparoM Tymkeo ConoCrap, 0 CpaBHEHHUIO € MALUEHTAMU, IOTY4aBIIMMHU
neyeHue MHCYyarnHoM raprud 100 EJI/m.

B kinuMHMYECKMX MCCIENOBAaHUSAX OJHOKPaTHOE B TEUEHHE CYTOK BBEJIEHUE IIpernapara
Tymxkeo ConoCrap Beduepom ¢ GUKCUPOBAHHBIM rpadKOM BBEJEHHUS (B OJHO M TOXKE BpeMs) WU
ruOKUM rpadukoM BBeleHHs (KaKk MUHUMYM, 2 pa3a B HEJeJI0, BBEJICHHE Mpernapara NpoBOAWIOCH 3a
3 yaca 1o wim 4epe3 3 yaca mocie OOBIYHOTO BPEMEHH BBEICHUS, B PE3yJbTaTe Yero MHTEPBAJIbI
MEX/ly BBEICHUSIMU YKOpauMBaJINUCh 10 18 yacoB n yamuHsuuch 10 30 yacoB) OKa3bIBaJIO OJJUHAKOBOE
BO3JIeHiCTBUE Ha ToKaszatedb HbAlc, KOHIIEHTpaIuio TIIFOKO3bI 1ia3mMbl kpoBu HaTtomak (['TIH) u
CpelHee 3HAuYe€HUE MPEIUHBEKIIMOHHON KOHUEHTpAllMM TJIOKO3bl B IUIa3M€ KpPOBU IpH
camoonpenenenuu. Kpome aroro, npum npumeHeHuu npemnapara Tymxeo ConoCrap ¢
(UKCUPOBAHHBIM UM TUOKUM Ipa)uKOM BPEMEHM BBEJCHHS HE HAOII0AaI0Ch HUKAKUX Pa3InIUi B
4acTOTE Pa3BUTHUS THIIONIMKEMHUH B JIF000€ BpeMs CyTOK MM HOUHOW TMITOTJIMKEMUU.

Pe3ynpraThl uccnenoBaHuil 1o cpaBHeHuto mnpenapara Tymkeo ConoCrap M MHCYJIMHA TVIApTHH
100 EJI/mi He moka3ayid pa3iuyuii 10 BIMSHUIO Mpoliecca o0pa3oBaHMs aHTHUTEN K MHCYJIMHY Ha
3 PEeKTUBHOCTH, OE30MaCHOCTh U 103y 0a3aJIbHOTO WHCYJIMHA MEXIY MalUeHTaMHU, NOTyYaBIIUMHU
nedenne npenaparamu Tymkeo ConoCrap u uacynunom niaprud 100 EJI/ma (M. pasnen 4.8.).

B mMexmyHapoaHOM, MHOTOIICHTPOBOM, paHmoMuszupoBaHHoOM uccieaoBanu ORIGIN (Outcome
Reduction with Initial Glargine INtervention) ¢ yudactuem 12537 mamueHTOB ¢ HapyIICHHOMN
riukemueit Hatomak (HI'H), napymiennoii TonepanTHOCThIO K Toko3e (HTT) unu panneit cragueit

caxapHoro auabera 2 TUINAa W TOJATBEPKIACHHBIM CEPACUYHO-COCYIUCTHIM 3a00JI€BaHUEM OBLIO
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OKa3aHo, 4T0  JieueHne HWHCynuHOM riafrud 100 BA/MLE o) RpapEEHUIQ COT CTARMRPTHOMI

TUIOTJIMKEMUYECKON Tepanuel, He U3MEHSIO PUCK Pa3BUTHS CEPACUHO-COCYIUCTBIX OCJIOKHEHUUN
(cepeuHO-COCYAUCTON CMepPTH, HedaTanbHOTO HH(AapKTa MUOKapIa WK He(aTaIbHOr0 HHCYIbTA),
PHUCK TNPOBEIECHUS NPOLEAYPHl PEBACKYIISIpU3aLUN (KOPOHAPHBIX, COHHBIX WJIM NepupepUUecKUX
apTepuil) MIM PUCK TOCHUTAIM3ALMU 1O TOBOAY Pa3BUTHs CEpACYHOM HEIOCTaTOYHOCTH, PUCK
MHUKPOCOCYTUCTBIX OCJIOKHEHUH (KOMOMHUPOBAaHHBIN MOKAa3aTeIb MUKPOCOCYTUCTBIX OCJIOKHEHHIA:
IpOBEICHUE JIa3epHOH (HOTOKOATYIISAIIMH U BUTPIKTOMUU, TIOTEPS 3PEHUS B CBA3U C TMA0ETHUECKOM
peTHHOMNATHEH, MPOrpecCUpoBaHUE AIbOYMUHYPHM, WIM YABOEHHE IIOKa3aTels KOHLEHTPALUU
KpPEaTUHUHA B KPOBH, MJIM BOSHUKHOBEHHE HEOOXOIMMOCTH MPOBEACHUS JUATU3HON TEpaIH).

B uccnenoBanuu no ouenke BnusHUS uHCynMMHA Tiaprud 100 EJI/mn Ha pasButne anabeTndeckoi
PETUHOMNATHUH TpPU MATWIETHEM HAOMIONCHWH 3a MAIlMeHTaMH C caxapHbIM auabeToMm 2 Tuma He
HaOII0AAIOCh JOCTOBEPHBIX Pa3IMuYUil B NMPOrpecCUPOBAHUU IMAOETUYECKON PETHHOMATHUH IPH
nedeHny nHCYIMHOM Tiaprud 100 EJI/mi, mo cpaBHEHHIO ¢ HHCYIMHOM U30(]aH.

Oco0ble rpynIibl MalueHTOB

Ilonosas u pacosas npunaoneNcHocms

He naGmromanock pasnuuuii B 3pdextuBHOCTH M Oe3omacHOCTH mpemapara Tymkeo ConoCrap u
nHcynuHa rnaprud 100 EJI/Mi1 B 3aBUCHMOCTH OT 10J1a M pachl MalieHTOB.

Tlayuenmul nodxcunoco eo3pacma

B koHTpOMMpyeMbIX KIMHUYECKHUX HCcaenoBaHusaX 716 manueHnToB (23 % OT MOy sSIuH sl OIICHKU
0€30MacHOCTH) C caxapHbIM quadberoM 1 u 2 Tumna ObUIM B Bo3pacTe > 65 net u 97 nauueHToB (3 %)
ObLTH B BO3pacTe > 75 neT. B nemom He Habmoganock pazaudnii B 3pPEeKTUBHOCTH U 0€3011aCHOCTH
mpernapara MEeXIy 3THUMHU IMAlMeHTAaMU W TMalMeHTaMHu 0ojiee MOJIOAOro Bo3pacTa. Y MalleHTOB
MOXKUJIOTO BO3pacTa C CaxapHbIM JIuabeToM, 4YTOOBI HM30€KaTh THUIOTIMKEMUYECKHX PEaKIui,
HayajbHas J03a M MOAJAEP)KUBAIOIIAs /1032 JOJDKHBI OBITH OoJiee HU3KMMH, a YBEJIWYEHHE J103bI
MPOBOIUTHCA MEAJIeHHee. Y TMalKWeHTOB MOXHUIOTO0 BO3pacTa MOTYT OBIThb TPYAHOCTH C
pacro3HaBaHWEM THIOIIHKEMHH. PeKOMEHAyeTcsl TIIaTeNbHBIH MOHUTOPUHI KOHIIEHTPAIUU
IJTIOKO3BI B KPOBH, U /1032 WHCYJIMHA JTOJDKHA KOPPEKTUPOBATHCS MHIUBUIYATBHO (CM. paznens 4.2.,
5.2)).

Iayuenmul ¢ noueunou HeOOCMAaAMOUHOCHbIO

B KoHTponupyeMbIX KIMHMYECKHX WCCIEAOBAHUSAX IOATPYNIIOBOM aHalu3, OCHOBAaHHBIA Ha
(YHKIMOHATBHOM COCTOSHUM TIOYEK (OMPEAETICHHOM B HCXOAE II0 CKOPOCTH KIIyOOYKOBOM

dunsTpamn < 60 wam > 60 Mi/Mun/1,73M>  TOBEpXHOCTH Tena), HE TOKa3al pasluuuii B
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OesomacHoCTH M d(derTnBHOCTH MexAy npgnaparoM [Tymxee ConoCap 1. HHOYIFHOM) fHapr uH

100 EJI/mn. PexomeHayeTcsl TIIATENbHBI MOHUTOPUHT KOHLIEHTPAIIMHM IJIFOKO3bI B KPOBM, M J103a
MHCYJMHA JI0JDKHA KOPPEKTUPOBATHCS HHIUBUAYAIBHO (M. pazaenst 4.2., 5.2.).

Tayuenmul ¢ oosrcuperuem

B xnuHHUYeCKMX MCCIIeIOBAaHUSAX MTOATPYIIIIOBOM aHAIu3 Ha OCHOBaHWU MHJEKca Macchl Tena (MMT)
(10 63 Kr/M?) moKa3aj OTCYTCTBHE pazmuunii B 5QPEKTUBHOCTH U 6E30MaCHOCTH MEKTY TIperaparoM
Tymxeo ConoCrap u uncynusom rmaprus 100 EJI/mo.

llayuenmur 0emckozo 6o3pacma

OddexktuBHOCTE W Oe3omacHocTh  mpemapara  Tymkeo ComoCrap  ObTM  HM3y4YeHBI B
paHAOMU3UPOBAHHOM (1:1) KOHTpPOIMPYEMOM KIMHMYECKOM MCCIEA0BAaHUU y AETEN U MOAPOCTKOB C
caxapHbIM auaberoM | Tuma mpu JiedeHUW B TeueHue 26 Henenb (n=463). B rpynmy mnanmeHTtos,
nonydaBmux mpemnapar Tymkeo ComoCrap, Bxoguiau 73 mamueHta B Bo3pacte <12 ser m 160
nanueHToB B Bo3pacte >12 ner. Ilpu nmpumenenun npenapara Tymkeo ConoCrap ¢ pexuMOM
no3upoBanus 1 pa3 B CyTKH ObUTO MPOAEMOHCTPUPOBAHO cXxoqHOEe cHIbKeHHne ypoBHs HbAlc u I'TIH
OT UCXOAHOTO YPOBHS K Heziene 26 1o cpaBHeHHIO ¢ MHCYmHOM rmaprud 100 EJl/mi. B nenom yacrora
BO3HUKHOBEHUS THIIOTIIUKEMHUH y MAIMEHTOB B JII000OHM Kareropuu OblIa cXOlHA B 00€UX TpyIax
tepanuu: 97,9% nauueHtoB B rpynne tepanuu npenaparom Tymxeo ConoCrap u 98,2% B rpymme
tepanuu uHCYAMHOM Taprud 100 EJI/Ma coolOmunm, mo kpaiiHel Mepe, 00 OJHOM SIBIICHUHU.
CxomHbIM 00pa3oM Oblia COMTOCTaBUMA YacTOTa Pa3BUTHS THUITOTIMKEMUH B HOYHOE BpeMs B IpyTIIax,
nosydaBmux npenapar Tymkeo ConoCrap u uHcynmuH riaprud 100 EJl/mn. [IponeHT manueHTos,
COOOIIMBIIMX O TSKEIOM TUIOMIMKEMUH, ObUT HIXKE B TpyINIe Tepanud Ipernaparom
Tymxeo ConoCrap mo cpaBHEHHIO ¢ Tpynnoi Tepanuu nHcynuHoM riaprud 100 EJl/mia (6% u 8,8%
COOTBETCTBEHHO). Jl0Jsl MAIlMEHTOB € 3IM30/laMU TUIEPIVIMKEMHUH, COIPOBOXKIABLIECICS KETO30M,
Obu1a HIpke B rpymnie npemnapara Tymxeo ComoCrap 1o cpaBHEHHUIO ¢ TPyIoN nHCyaruHa rnaprud 100
EJl/mn (6,4% u 11,8% coorBercTBenHo). s npenapara Tymxeo ConoCrap He ObUIO BBISBIECHO
KaKuX-1100 MmpobieM Mo 0e30MacHOCTH B OTHOIIEHUM HEXEJIAaTeNbHBIX peakluil U CTaHIapTHBIX
napamMeTpoB 0e30macHOCTH. BbipaboTka aHTHUTEN OTMedalach B PEAKHX CIydasxX U HE OKa3bIBasa
KJIIMHUYECKHU BBIPAYKEHHOTO BIUSHUS.

Jlanubie 00 3¢ ¢deKTHBHOCTH M 0€30MacHOCTH [JIsl MAIMEHTOB JCTCKOTO BO3pacTa C CaxapHBIM
nuadeToM 2 Tumna ObUIM AKCTPANOIMPOBAaHbl M3 JTAHHBIX ISl TIOAPOCTKOB M B3POCIBIX MAIlMEHTOB C

caxapHbIM jauaberoM | Tuma W B3POCIHBIX MAIMEHTOB C CaXapHbIM AuabeToM 2 Tuma. Pe3ymbrarhl
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TMIOATBEPXKIAIOT BO3MOXHOCTh IpuMeHeHus §penaparg)|Fymwkgo/GomoCrap |y, el (¢ (gaxapHbM

nuadeToM 2 THIa.
5.2. dapmakoknHeTHYeCKHe CBOIiCTBA

AOcopO1us 1 pacupeaeleHue

[Tocne monkosxHOM nHBEKIMY npenapata Tymkeo ComoCrap 310pOBBIM T0OPOBOIBIIAM U TTAITUEHTAM
C caxapHbIM JIuUabeTOM CBIBOPOTOUHAS KOHIIEHTpPAllMsS WHCYJIMHA yKa3bIBaeT Ha ropasuo Oosee
MEJICHHYIO U 0oJiee MPOAODKUTENbHYI0 a0COpOLMIO, YTO TPUBOIUT K CO3aHUIO 0OJiee MOJIOroi
KPUBOH «KOHIIEHTpaLUsI-BPEMsI» B T€UE€HHE 10 36 4acoB, MO CPABHEHHIO C MHCYJIMHOM TyiapruH 100
EJl/mn. KpuBas «koHueHtpanus-speMs» npenapara Tymkeo ComoCrap cOOTBETCTBOBaja KPUBOM
ero ¢papMaKoMHAMUYECKON aKTUBHOCTH.

PaBHOBecHast KOHILIEHTpaLUs B Mpeenax TepaneBTUYECKOro Juarna3oHa KOHIIEHTPALMM T0CTUTallach
yepes 3-4 nHs exenHeBHoro npuMmeHnenus npenapara Tymkeo ConoCrap.

[Tocne moakoxHOM MHBEKIHMH NpenapaTa Tymkeo ConoCrap BapuaOeIbHOCTh y OAHOTO U TOTO XKe
naIueHTa, onpeaenseMas Kak Koa(GUIMEeHT BapuaIiui CUCTEMHON SKCTIO3UIIMY HHCYJIMHA B TCUCHHE
24 4 B COCTOSTHUM TOCTH)KEHUSI paBHOBECHOW KOHIICHTpALUH, Obl1a HU3Ko (17,4 %).

Buorpancdhopmarims

Y 4enoBeka mocie moKoKHOTO BBeAeHUs npenapara Tymkeo ConoCrap HHCYIUH TJIApTHH OBICTPO
MeTabOIM3UPYETCs CO CTOPOHBI KapObokcuiabHOro KoHIA (C-koHIA) B-mienu ¢ 00pa3oBaHHEM JIBYX
akTuBHBIX MeTabomutoB M1 (21A-Gly-uncynuna) u M2 (21A-Gly-des-30B-Thr-uncynuna).
[IpeumyimiecTBEHHO B TUIa3Me KpPOBH IUPKyupyeT MeTabomut MI1. CucremHas SKCIIO3UIUS
Merabomuta M1 yBenmnuuBaeTcs TIpW  yBeNWMYEeHMH 03kl mpemapata Tymkeo ComoCrap.
ConocraBneHue JaHHBIX (AapMAKOKMHETUKA H (apMaKOIWHAMUKH TIOKAa3alHW, 4YTO JCHCTBHUE
mpernapaTa, B OCHOBHOM, OCYIIECTBIISIETCS 32 CYET CHCTEMHOM AKCIO3uiuu merabonmuta M1. V
MOJIaBJISIOIETO OOJBIIMHCTBRA MAIIMEHTOB HE YAaBaIOCh OOHAPYKUTh UHCYJIMH IJIAPTUH U METa0OIUT
M2 B crucTeMHOM KpOBOTOKE. B citydasix, korja Bce-Taku yJaBajioch OOHApYKUTh B KPOBU UHCYJIMH
TJIAPTUH U METAa00IUT M2, UX KOHIICHTpAIlMM HE 3aBUCENM OT BBEJACHHOHN J03bl U JEKAPCTBEHHOM
(dbOopMBI HHCYJIMHA TAIPTHUHA.

DJIMMUHALMS

[lepwon monyBbIBeneHUs MeTaboauTta M1, KONMMYECTBEHHO Mpeo0saJaroIiero meradboauTa
npenapata Tymxeo ConoCrap, nocie noaKoKHOM MHBEKIMHU IpenapaTta cocraBiseT 18-19 uacos,

HC3aBUCHUMO OT JO3HI.

Bo3spact u non
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Wupopmanust o BIMAHUK Pachl U Hoja Ha (HapMaKOKHHLEAKY HHOYJAHA AL QTCYTCTBYen (CM.

paznmen 5.1.).

IlanueHThsl MOYKHUIJIOTO BO3pacTa

Brnusiaue Bo3pacta Ha ¢apmakokuHeTHKy mpenapata Tymkeo ComoCrap Ha HACTOSIIIUA MOMEHT HE
U3y4eHo. Y MalMeHTOB MOXHIIOTO0 BO3pacTa C CaxapHbIM IuabeToM, JUIsl TOTO, YTOOBI M30€kKaTh
TUIONIMKEMHYECKUX PEaKlUui, HavallbHas J03a U TMOIEep KUBAIOLIast /1032 JOJDKHBI OBITH Oosee
HU3KKMMH, a YBEJIMUEHHE 035l TOJDKHO MTPOBOIUTHCS MeIUIeHHee (M. pa3nensl 4.2., 5.2.).

ITarmedTrl ¢ MOYESYHOU U IEYEHOUYHOH HEJOCTAaTOYHOCTEIO

BrnusiHue movyeyHON W MEYeHOYHON HEIOCTAaTOYHOCTH Ha (apMakOKMHETHKY mpemapara Tymxeo
ConoCrap Ha HACTOSIIMI MOMEHT He n3y4eHo. OJJHAKO B HEKOTOPHIX MCCIIEIOBAHUSAX, POBEICHHBIX
C 4EIIOBEUECKUM MHCYJIMHOM, OBLIO MOKA3aHO TOBHIIICHNE KOHIICHTPAIIMH WHCYIMHA Y MAallUEHTOB C
MOYEYHOM W TI€YEHOYHOW HEIOCTaTOYHOCThIO. PexkoMeHayeTcs TIIaTelabHbIH MOHUTOPUHT
KOHIIEHTPAIIMH [JIFOKO3bl B KPOBH M MHAMBHIyallbHAsl KOPPEKIUS O3Bl HHCYIHHA (CM. pa3nensl 4.2.,
4.4.).
eTu

[TonynsimoHHBIN (hapMaKOKMHETHYSCKUIM aHau3 ObuT IpoBeieH s npenapara Tymkeo ComoCrap
Ha OCHOBE JaHHBIX O KOHIIEHTPAIlMU €ro OCHOBHOro MeTtabonuta M1 ¢ ucnonab3oBaHHEM JaHHBIX O
75 manmeHnTax JeTckoro Bo3pacra (0T 6 1o <18 ner) ¢ caxapubeim auadetom 1 Trma. Macca Tena Obuta
3HAYMMOM KOBapHaHTOMU, OKa3bIBarolIel BIusiHUE Ha KiaupeHc npenapara Tymkeo ConoCrap. Ilocne
MOTIPAaBKH HA Maccy Tejia BenmnuuHa cucteMHoro Bosnelicteus (AUC) npemnapara Tymxeo ComoCrap
B PaBHOBECHOM COCTOSIHMM HE 3aBHCEJIA OT BO3PACTA.
6. ®APMAIIEBTUYECKHWE CBOMCTBA
6.1. IlepeueHb BcIOMOraTebHbBIX BEelIECTB

MeTtakpe3od (M-Kpe30J1)

[unaka xmopuyg

I'munepon (85%)

Harpus ruapokcun

XJI0pOBOAOPOHAS KUCIOTA

Bona nis naneximin
6.2. HecoBmecTHMOCTH
[Ipenapar Tymxeo ConoCrap HeNb3sl CMEUINBATh C KAKUM-TTHO0 JAPYTUM UHCYTHHOM. CMelTuBaHuE

MPUBOIUT K W3MEHEeHUIo nmpoduiis neiictus npemnapara Tymkeo ComoCrtap BO BpeMEHHU U BBI3BIBACT

24



COOTEBETCTBYET DKCIMNEFTHOMY QTYETY
ot 15.01.2024 N2 468
MPCHHUITUTALIHAIO. (NOCNEOOBATENBEHOCTE 0004)

[Ipenapar Tymxeo ConoCrap Henb3s pa3BoaWTh. Pa3BegeHHWE MOXKET MPUBECTH K H3MEHEHUIO

npodwis aericteus npenapara Tymkeo ConmoCrap Bo BpeMeHH.

6.3. Cpok rogHocTH (CpOK XpaHeHHs)

2,5 rona.

6.4. OcoOble MepbI NPETOCTOPOKHOCTH NIPU XPAHEHUH

ITpu temnepatype ot 2 °C o 8 °C B 3amuileHHOM OT cBeTa Mecte. He 3amopakuBaTh.

IIpu xpanenuu npenapara Tymkeo ConoCrtap B XOJOAMIBHUKE (HEBCKPBITHIC MINMPHI-PYUKH /110
Hayala WCIOJb30BaHMUA) HEOOXOAMMO CIEAWTh 3a TeM, 4YTOOBl YMAaKOBKH INIPUI-PyYEK
HEINOCPEJICTBEHHO HE CONMPHUKACAINCH C MOPO3HIIbHBIM OTCEKOM MIJIM 3aMOPOKEHHBIMH MPOAYKTaMH,
TaK Kak IpernapaT Helb3s 3aMOopakuBaTh. Eclii HHCYIHH OB 3aMOPOXKEH, €r0 UCII0Ib30BaTh HENb34,
a IIPHUL-PYUKY CIE€NYET yTUIN3UPOBATh.

Ucnonb3yemble mmpuu-pyuku ConoCrap ciaenyer xpaHuTh npu Temneparype He Bbiae 30 °C, B
3alMIIEHHOM OT BO3/JEICTBUS CBETA U TEIJIA MECTE.

6.5. Xapakrep u cogep:kaHHe NEPBUYHONH YIIAKOBKHU

ITo 1,5 mn mpenaparta B kapTpuk u3 OecuetHoro crtekia (tum I). Kaptpumk o6Gxar ¢ omHoU
CTOPOHBI AJIOMMHHMEBBIM KOJIMAYKOM C YIUIOTHUTEIBHBIM JUCKOM M YKYINOpEH C JIpyrou -
IyHxkepoM. KapTpupk BMOHTHPOBaAH B 01HOPa3oByto mnpui-pyuky ConoCrap. ITo 3 unu 5 mmpun-
pyuek ConoCrap BMeCTe C JUCTKOM-BKJIAJIBIIIEM B KAPTOHHYIO MauKy.

6.6. OcoOble Mepbl  NPeIOCTOPOKHOCTH  TNPH  YHUUYTOKEHUM  HCHOJIb30BAHHOIO
JICKapPCTBEHHOI'0 NMpenapara Win 0TX00B, MOJYYEeHHBIX M0CJe NPUMEHEHHS JIEKAPCTBEHHOI 0
npenapara u pyrue MaHUMyJIsINMH C MIPenapaTomM

Het 0co0bIx TpeOOBaHM K yTHIIM3AIUH.

Bech ocraBmmiics JekapCTBEHHBIH IMpemapaT U OTXOJbI CIEAYeT YHHUYTOXKaTh B YCTAaHOBJIEHHOM

MOPsIZIKE.
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HucTpyknusino Henoffb3oBaymi 5 A TENLHOCTE 0004)

mnpuu-pyuku Tymxeo ConoCrap (uucynuH raaprusd 300 EJ[/min)

HInpun-pyuka Tymxxkeo CosoCrap cogepkuT MHCYJIUH rJIaprud B konueHTpauuu 300 EJI/mo.
Huxoraa He ucnonp3yiTe uriibl moBTOpHO. [Ipr MOBTOPHOM MCIOIB30BaHUU HIJIbI Bl MOXKETEe HE
MOJTyYUTh HYXHYIO Bam 103y (BBeZeHHE MEHBINECH J03bI) WU MOTYYUTh CIHUIIKOM OOJBIIYIO 103y
(TIepeo3upoBKa) B CBSI3U C TEM, YTO UTJIa MOXKET 3aKyIOPUTHCS.

Huxoraa He uCnonap3yTe MMIpHIL AJ1s1 U3BJICUCHUS MHCYJIMHA U3 IINPUI-pYYKH. B Takom cirydae Bel
MOJKETEe TOJYUYUTh CIMIIKOM OOJbIIyI0 M03y MHCynuHa. [llkanma Ha OONBIIMHCTBE WHCYJIUHOBBIX
HIMPpUICB IMPEAHA3HAYCHA TOJBKO JI1 HCKOHIUCHTPUPOBAHHBIX NHCYJIMHOB.

Basxicnaa ungpopmayun

He nonb3yiiTech OHON MIMPUI-PYUKO OAHOBPEMEHHO C IPYTUMHU JIFOJIbMH, JaXe MPH YCIOBUHU
3aMeHbI UrJbl. BBl MOXeTe moMyunuTh cepbe3HyI0 MHPEKLNI0 OT APYTUX JIIOJeH WM MepeaaTb UM

Cepbhe3HyI0 HH(DEKINIO, TIePEIAIONIyIOCs Yepe3 KPOBb.

Huxorna He mosb3ylTech MIIPULI-PYUKOM, €CIIM OHA IIOBPEXKICHA, UK BBl HE YBEPEHBI B TOM,

YTO OHA HCIIPaBHA.
Bcerna npoBoaute TecT Ha 6€30MACHOCTbD.

Bcerna nmeiite mpu cebe 3amacHyIO IIMPHI-PYYKY M 3allacHble MIVIBI HA Cllydyail, eciii OHHU
NOTEPSIOTCS WIH CTaHYT HEUCIIPABHBIMHU.

. Ilepen monb30BaHMEM MINPUL-PYYKOH YTOYHHTE Yy MEIAMIIMHCKOTO pabOTHHKA, Kak
IIPaBWJIBHO MPOBOJUTH NOJKOXKHYIO HHBEKIIHIO.

o B cnydae Hanunuus y Bac mpo6iem co 3peHnemM Bam MoxkeT moTpeboBaThCs TOMOIIb IPYTUX
JIMLL, CHOCOOHBIX CJIE0BATh BCEM PEKOMEHAALUAM JaHHON MHCTPYKLIUH 110 MCII0JIb30BaHHIO
mmnpuu-pyuku Tymxeo ConoCrap.

o [IpounTaiiTe BCIO 3Ty MHCTPYKLUIO II€pel MCIOJIb30BaHMEM MINPUL-pydYKku. Ecinu Bel He
Oyzere cieoBaTh BCEM 3TUM PEKOMEHAAUsAM, Bbl MOKeTe MOMy4YnUTh WIN CIUIIKOM MHOTO
WM CIUIIKOM Majo UHCYJIMHA.

Bam pomonHuTeNnsHO mMOTpeOyroTCs: HOBasi ctepwmibHas uria (cMm. [IAT 2), cmoueHHass cimpToM
cangeTka, pe3UCTEHTHBIN K MPOKOJIaM KOHTEHHEP /IS HCIIOJIb30BAaHHBIX UTJ U IINPHIIEB.

Yka3zanue MecT 1JI IPOBEJACHUSI HHbEKIUI
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(NOCNENOBATENBHOCTE 0004)

OoJacTb —

O0s1acTh ’KMBOTA /

Obaactpb Oeapa

ITo3HakomMbTech ¢ Bameil mmpuu-py4Kon

OKHO

MNopweHb* vHAvkaTopa YKa3zaTenb 4o3bl

l o & Typxeo ConoCrap®
) L2  am )

>y

JeprkaTenb KapTpuaxa

ooL
0SL

CenekTop A03bl
PesnHosas | LLKkana HassaHue

Ko/iinayokK Wwnpuu-py4Yku membpaHa | MHCyMHa WHCYNUHA KHonKa BBeaeHus

* Bbl MOKETE He BUOETb NOPLIEHb, MOKa HE BBeAEeTE HECKO/IbKO A03.

IIAT 1: IIpoBepka mmpuu-pyyKku

4 BriHbTE HOBYIO MINPUI-PYYKY M3 XOJOAWIbHUKA, KaK MUHHMYM, 3a 1 4Yac 1O NpOBEAEHUs
UHBEKIMU. BBeieHre X0JI0JHOr0 MHCYJINHA ABJseTCs 0oiee O0Ie3HEHHBIM.
A TlpoBepbTe Ha3BaHUE UHCYJIMHA U CPOK FOJJHOCTH HA 3TUKeTKe Bameil mmpum-py4yku.
o Y nocToBepbTech B TOM, 4TO y Bac npaBuibHbIN (HyKHBIH Bam) nHCYIHH.
N
|
S

A

n

o Huxorna He noyIb3yUTeCh WIPUL-PYUYKON ITOCIIE UCTEYEHUS €€ CPOKA T'OJHOCTH.

B CHuMuTe KOJINMAYOK C IINPUI-PYUYKH.

fe1sou
e =

C IlpoBepbTe NPO3pavYHOCTH HHCYJIHHA.
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COOTBETCTEBYET QKCNEPTHOMY QTYETY
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. He monp3yiTech IINPHI-PYYKOM, €CIM MHCYIIHH MY THBI{ HMEET OKPACKY UM CONEPKHUT

HHOPOAHBIC YaCTHUIIBI.

Ecan y Bac uMeroTest Apyrue mimpuu-pyyKu
. Ecnmu y Bac uMerorcst apyrue mImpHi-pyvks, OCOOCHHO BaXKHO YAOCTOBEPUTHCS B TOM, UTO
Brr B3stt ipaBuiibHBIN (HYXHBIA Bam) npemnapar.

AT 2: IIpucoenuHenne HOBOW UIJIbI

/ Bcerna wucnonb3yiiTe HOBYIO CTEPUIIBHYIO ULy JJs KaXKI0M HMHBEKIUU. DTO TTOMOMKET
IPEOTBPATUTH 3aKYTOPKY MIJIbI, KOHTAMUHAIMIO U UH(EKIIHIO.
Bcerna ucnone3yiite uribl, coBMecTuMble co mmnpun-pyukoil ConoCrap, Hanpumep, BD Mukpo-
®aiin [Tmoc (BD Micro-Fine Plus), BD Astolllung /Iyo (BD AutoShield Duo), FOuudaiin [lenturmc
[Tmroc (Unifine Pentips Plus), Macynen (Insupen).

A Bo3bMHTe HOBYIO HIUIy H YAAJHMTe 3aIIUTHOE MOKPbITHE.

B /lepxuTe uriy npsiMo nepea INpuI-pyuyKod U MPUKPYTHUTE ee HA MINPUL-PYYKY 10 ynopa. He

NpuMeHsieTe Ype3MepPHbIX YCH/IUI NPH NPUKPYYHMBAHUM UIJIbI.
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C CHumuTte Hﬁpy)l(l-[]:li/i KOJMNAY0K MIJIbI. CoxpaHnTe ero aJjsd HMCInoJIb30BaHHA B

JaJbHeHIIeM.

Oo0pauenne ¢ uriamMu

. BynbTe OCTOPOKHBI MPU OOPALICHUN C MIJIAMH — 3TO MPEJOTBPATUT MOBPEXKICHHE I H
nepeKkpecTHoe HHPUIIUPOBAHHE.

IIAT 3: IIpoBenenue Tecta Ha 0€30MMACHOCTH

4 OO0s13aTeNbHO TIepe KaX 10l UHBEKIMEH MPOBOJUTE TECT HA 0€30MaCHOCTh — OH MPOBOIUTCS
JUTSI IPOBEPKH MPABUIBHOCTHU PAOOTHI IITIPHUII-PYUKH ¥ UCKITIOYCHHS HEMPOXOAMMOCTH UTJIBI,  TAKIKE

JJId TOTO, YTOOBI OBITH YBCPCHHBIM, YTO Br1 BBEHIETE MMPpaBUJIbHYIO 103y MHCYJIMHA.
29



COOTBETCTBYET QKCIMNEPTHOMY OTYETY
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A Habepure 3 EJI, Bpamasi ce1eKTop 10381 10 TeX; MOp;: MOKAYKRa3ATeNb 03B He (OKaKeTCs

Mexkay uudpamu 2 u 4.

B HaxkmuTre 10 ynopa Ha KHONKY BBeJI€HUS [103bl.
. Ecnu xamnis mHCYJTMHA TOSIBIISETCS. HA KOHYMKE UTJIBI, 9TO TOBOPHUT O TOM, YTO IITMPHUII-PyUdKa

paboTaeT npaBUIILHO.

Ecan uHCYJIMH He MOKa3bIBaeTCsl HA KOHYMKeE UIJIBI:

e  Bawm moxer nmoTpeboBaThcsi HOBTOPEHUE 3TOTO MIara 70 3-X pas, Mepej TeM, Kak MOKaKeTcs
WHCYJIVH.
Ecnu uHCYIMH HE NOsIBIIAETCS HA KOHYMKE UIJIBI U IIOCIIE TPETHEro MOBTOpPA 3TOr0 11ara, TO
BO3MOXKHO HWIJIa Hempoxonauma; Torna zamenure uriy (cm. HIAD 6 u HIAD 2) u 3arem
moBTOpHTE TeCT Ha Oe3onacHOCTh (ILIAT 3).

e  He nmonp3yiTech NINPUI-PYUKON, €CIIM MHCYJIMH BCE K€ HE MTOKA3bIBAECTCSI HA KOHYUKE WUIJIbI.
Hcnonp3yiiTe HOBYIO INIPUL-PYUKY.

e Huxorga He wucnonb3ylTe INNpHUL JUIS U3BICYEHUS UHCYJIMHA W3 LINPUL-PYYKH
Tymxeo ConoCrap.

Ecau Bel BUuauTE NY3BIPEKH BO31yXa
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COOTBETCTBYET QKCIMNEPTHOMY OTYETY
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. Bl MOeTe BUETH Iy3bIPHKHU BO3/LYX# B MHCYJIHHE(IMQ- HOPMABHT,) PRI HE TIpHgansy Bam

Bpena.
IIAT 4: HaGop 1031

X Huxorna He HaOupaiTe 103y U HE HAKUMaWTe Ha KHOTIKY BBEJICHUS O3Bl 0€3 TPUCOCTMHEHHON
UTJIBI. DTO MOKET MTOBPEANTH IINPHUI-PYUKY.

A YaocroBepbTech B TOM, YUTO UIJIA MPUCOEIMHEHA U /1032 YCTAHOBJIEeHA HA «0».

Tymkeohohu[irap“‘ o
4w o )

e

v

B Bpamaiite cejieKTOP 103561 10 TeX MOP, NOKA YKAa3aTeJb 103bl He 0KAKETCH HA OAHOM JIUHUM

¢ HykHO#1 BaMm 1030ii.
e  Ecnu Bel npoBepHyH ceeKTop 10361 JaNIbIIe HEOOXOIUMOM 10361, TO MOKHO TOBEPHYTH €0
Hazaj.
) Ecnu B mmpui-pydke HET HOCTAaTOYHOIO KOJWYECTBA €AWHUILL sl HYXKHOM Bam mo3b1, Bel
MOXETE BBECTH €€ B JABYX MHBEKIHSIX, UCIOJIb3Ys JJIsl BTOPOM MHBEKIMU HOBYIO IIIPUIL-

PYUKY, UM CPa3y UCIOJIb30BaTh HOBYIO IUIIPUL-PYYKY AJII BCEU 03B

Kak yuTaTh noka3aHusi OKHA HHIAHKATOPA A03bI

UerHble uncna (KOJIMYECTBA €IMHUIL) OTOOPaKaIOTCS HATPOTUB YKA3aTENsI TO3bI:

Haoparo 30 emmmu

Heuernble uncna (konuuecTBa eIMHUL) OTOOpaKatOTCs Ha JIMHUUA MEXY YeTHBIMU YUCIIaMU:
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o

EauHunb! HHCYJIMHA B IINIPUL-PYYK

) B mmpui-pydke comepxurcs B o0miei cinoxxHocTH 450 eauHUI] MHCYIMHA. BBl Mokere
HaOupath 10361 OT 1 0 80 exuuuil ¢ marom B 1 eguaumy. Kaxxgas mmpum-pydka coaepx uT
0oJiee 0HOM JO3HI.

. Brr MokeTe mpUOIM3UTENHEHO OMPEACINUTh KOJIMYECTBO OCTABIIMXCS €IWHMI] WHCYJIMHA TI0

PaCMoJI0KEHUIO MOPUIHS HA LIKaje UHCYJIHHA.

HIATI 5: BBegenue 10361

X Ecnyn BO3HUKAIOT 3aTpyIHEHHUs IIPU HA)KATUHM HAa KHOINIKY BBEJICHHUS J03bl, HE IPUMEHSINTE
CUIIy, TaK KaK 3TO MOXXET MOBPEAMUTH INpHUI-pyuKky. CM. pa3zien HUXKe, Te ONMChbIBaloTCa Bamm
JIEUCTBUA B 3TOW CUTYyalluu.

A BpbiOepuTte MeCTO 1JI1 HHbEKIIMU, KAK IOKA3aHO HA PUCYHKeE BbIIIIE.
B Bseaure uriy B K0xky, kak Bam 0bL710 NOKa3aHO MeIMIIUHCKHM PAa0OTHHKOM.

J He npukacaiitech K KHOIIKE BBEICHHUS JTO3bI.

Now

C IlomectnTe 00JBHLIOH MAaJjiell HA KHONKY BBeJAeHUsI /03bl. 3aTeM Ha:KMHTe 10 yYNOpa H
yAep:KuBaiiTe B 3TOM NOJI0KEHUH.
e He mnHaxumailiTe Ha KHONKY TOJ YrjioM — OOJBINONW Tajer] MOXEeT OJOKHpOBaTh

MIPOBOpPAYNBAHUE CEIEKTOPA JO3bI.
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D IlpoagoskaiiTe HAXKMMATh HA KHONKY BBeJIeHHU JIO3HT; (M KOTAA\B OKHe 03b] BBl YBHANTE

«0», MeIJIEHHO J0CYHuTalTe 10 MATH.

o Oto OyneT rapaHTHPOBATH BBEACHUE MOHOM TO3BI.

E Tlocie ynep:xkuBaHusi KHOIIKH BBe€HHUsI 103bI M CUETA 10 NMATH OTIIYCTUTE KHONKY BBeJAeHHS

A03bl. 3arem H3BJIEKHTE HIJIY U3 KOXKH.

Eciau BO3HMKAIOT 3aTPyHEHHS NMPH HAKATHH HA KHOMKY BBeJEHHS 103bI: CMCHUTE UTITY
(cm. LIAT 6 u IHAT 2), 3atrem npoBeauTe TecT Ha 6e3omacHOCTh (cMm. LITAT 3).
Ecmu Bce PaBHO COXPAaHAKOTCA 3aTPYAHCHUSA IIPU HAXKATUW HA KHOIIKY BBCACHUSA O3bI, BO3bMUTC
HOBYIO LINPHUL-PYUKY.

AT 6: YaaneHue UrJbl

ByabTe ocTOpOXHBI IpHU OOpallleHHH C UIJaMH — 3TO MPEJOTBPATUT MOBPEXKIECHUE UTIIBI U

MEePEKPECTHYIO HH(DEKITHTO.

Huxoraa He HafeBaiiTe CHOBAa Ha UTJTy BHYTPEHHHUH KOJIAvYOK UIJIbI.
Bo3bMuTe MIUPOKHI KOHEl HAPYKHOI0 KOJINAYKa WIJIbI ABYMs najabuamu. Jlep:kure uriy
NPSAAMO ¥ BBeMTE €€ B HAPYKHbIH KOJMNA4Y0K UIJIbI.
3aTeM IUIOTHO NMPUKMHUTE KOJINAYOK.
o Ecmu urma BBOJUTCSA B KOJIIIAYOK IO YITIOM, OHAa MOXXCT €ro NPOTKHYTh.
Kpenko o0xBaTuTe NIMPOKYIO YACTh HAPYKHOT0 KoJIMayka uribl. [Ilposepunte Bamy mmnpun-
PY4YKY HECKOJIbKO pa3 APyroi pyKoi, 4To0bl CHATH UIIY.

° Ecnu urna He cHs1ach € MEpBOro pasa, MIOBTOPUTC MOIIBITKY.
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BpiOpocuTre MCMOAB30BAHHYIO HUIVIY B IUIOTHBIA (YCTOMYMBBLIIA K MNMPOK0JAaM) KOHTeHHep,

KOTOprﬁ CJIeayeT TIIaTeJbHO 3aKpbIBaTh, a MOCJIE€ 3alIOJTHCHUA YTHJIU3UPOBATH COIJIACHO

YKazaHUAAMH MECIUIIMHCKOI'O paﬁoTHmca.

D 3axpoiiTe IINpUI-PYYKY ee KOJIMAYKOM.

e  He nomemaiite MIIpUL-pyyKy B XOJOAUIBHHUK.

Cpok nosb30BaHus

. Wcnonp3yliTe MNpuI-pyyuKy B TeueHUE 4 HEAEIb NOCIE IIEPBOTO UCIOIb30BaHUS.
XpaHeHHe IINPHI-PYYKH
Ilepea nmepBbIM HCIIOJIB30BAHUEM
e  XpaHuUTE HOBBIC WIIPHUII-PYYKHU B XOJOAWIbHUKE NpH Temieparype 2 °C — 8 °C.
e  [lInmpun-pyyku Hesb3sl 3aMOPaKUBATh.
ITocJie mepBOro UCNOJIbL30BAHUS
e  XpaHuTe WNPUL-PYUKY Npu TemnepaType He Bbiiie 30 °C.
e  Huxorga He nomemaiiTe MIPUI-PYyUKy 0OpaTHO B XOJOAUIIbHUK.
e  Huxkorna He XpaHUTE WIPHUL-PYUKY C TPUCOETUHEHHON UTIIOH.
e  XpaHuTe IIPUL-PYUKY, 3aKPBITON KOJITAYKOM.

Oopamenne co mmpun-pyukoii Tynxeo CosoCrap
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O6pamairech CO INPHL-PYIKOA € OCTOPOKHACTRIO (11 ENOBATENEHOCTE 0004)

Lo L

e  He ponsiiTe mmpui-pyuky, uzoeraiite ee yaapa o TBep/ible HOBEPXHOCTH.
e  Ecnu Bel nymaere, 4To mnpui-pydka, BO3MOXKHO, ITIOBPEXKIECHA, HE IIBITAUTECH IOYUHUTD €€,
UCIOJIb3YHTE HOBYIO HINPUL-PYUKY.
IIpenoxpansiiTe IINPHI-PYYKY OT MONAAAHUSA NbLJIH U IPA3H
e  Bbl MOXeTe OYHMIIaTh HAPYXKHYIO IIOBEPXHOCTH IUIPUL-PYYKH, INPOTHPAs €€ BIIAKHOU
TKaHbl0. He 3aMaunBaliite, He MOMTE U HE CMa3bIBAUTE LINPULI-PYUKY — ITO MOXKET ITIOBPEAUTH
ee.
YTuinzauus Wnpuu-py4KH
e  CHumwure uriy, nepeja TeM Kak BHIOPOCUTH IIIPUI-PYUKY.
e  VYTUIM3UPYWUTE UCIONB30BAHHBIC IIIPUL-PYYKHA COIVIACHO YKa3aHWSAMU MEIULMHCKOIO

paboTHHKA.
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7. AEPKATEJIb PETUCTPAIUOHHOT'® YIOCTOBEPEHUS, TE [ LHOCTE 0004)

I'epmanus

Canodu-Asentuc Joitanang ['MOX

BbprorunrmTpacce 50, 65926 @pankdypr-Ha-Maiine

7.1 llpencraBuTeib AepxaTessi PperuHCTPALMOHHOIO Y10CTOBEPEHUS

IIperen3uun norpeduTesiell HAOPABIATS 10 AJIPECY:

Poccuiickaa ®@eoepayus

AO «Canodu Poccusy», Poccust

aapec: 125375, r. Mocksa, yn. TBepckas, a. 22

Ten.: +7 (495) 721-14-00.

azipec IEKTpoHHOM mouThl: Sanofi.Russia@sanofi.com
Pecnybnuxa benapyco

000 «Csukc buodapmar»

aapec: 220004 Munck, ya. Jlumutposa, 1. 5, oduc 5/40

ten.: +375-17-329-0770

azipec AneKTpoHHOU mouThl: belarus.info@swixxbiopharma.com
Pecnybnuxa Kazaxcman

TOO «Swixx Biopharma (Csuxc buodapma)»

aapec: 050012, r. Anmartsl, yi. XKamoOsina, 1. 100

tein.: +7 (727) 339 17 90

azapec anekTpoHHoi mouTsl: kazakhstan.info@swixxbiopharma.com
8. HOMEP PETHCTPAHUOHHOI'O YAOCTOBEPEHUSA
JITT-Ne(003550)-(PT-RU)

9. IATA IEPBUYHOM PETUCTPAIIMHA (ITOJATBEPKJIEHUS PETUCTPAIINHA,
HNEPEPETUCTPALIUN)

Hata nepoii peructpanun: 31 oktsaops 2023

10. JATA IEPECMOTPA TEKCTA

OO0m1as xapakTepucTHKa JiekapcTBeHHOro npenapata Tymkeo ConoCrap AOCTyIHA Ha
MH(POPMALMOHHOM IopTane EBpa3uiickoro 3kOHOMMUYECKOTr0 CO03a B HH(OPMAIlMOHHO-

KOMMYHUKaIMoHHOM cetu «HTepHeT» http://eec.eaeunion.org/
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	Гипогликемия
	Гипогликемия, в целом, может быть устранена немедленным приемом быстроусваиваемых углеводов. Поскольку начальные действия по коррекции гипогликемии должны проводиться немедленно, пациентам следует всегда иметь с собой, как минимум, 20 г быстроусваивае...
	Интеркуррентные заболевания
	Эффективность и безопасность препарата Туджео СолоСтар были изучены в рандомизированном (1:1) контролируемом клиническом исследовании у детей и подростков с сахарным диабетом 1 типа при лечении в течение 26 недель (n=463). В группу пациентов, получавш...
	Данные об эффективности и безопасности для пациентов детского возраста с сахарным диабетом 2 типа были экстраполированы из данных для подростков и взрослых пациентов с сахарным диабетом 1 типа и взрослых пациентов с сахарным диабетом 2 типа. Результа...

	5.2. Фармакокинетические свойства
	Используемые шприц-ручки СолоСтар следует хранить при температуре не выше 30  C, в защищенном от воздействия света и тепла месте.


