ot 09.01.2023 N=5

(Bxogmwmia M3 N2413390&60)

COOTBETCTBYET 2KCNEPTHOMY OTUYETY

MUHUCTEPCTBO 3IPABOOXPAHEHU ST POCCUCKOM ®EJIEPAITIA

VHCTPYKILIAS
T10 MEVITMHCKOMY ITPUMEHEHMIO JJEKAPCTBEHHOI'O

ITPEITAPATA

3UPTEK®
Perucrpanunonnsrii nomep: IIN014186/01
Toprosoe HauMeHoBaHue: 3UpTek®
MexayHapoaHOe HeNaTEeHTOBAHHOE MJIM TIDYNIHMPOBOYHOE HAHMMEHOBAHHE:
LHETHPU3HH

JlexapcrBenHas ¢opma: TabIETKH, TOKPBITHIC INIEHOYHOW 000JI0UKOM

Cocran

1 TabneTKa COREPHKUT:

Heticmeyrowee sewjecmeo: nerupusuna puruapoxiopux 10,00 mr.
Bcnomozamenvnvie eewjecmea: UeILTIONO3a MUKpOKpHCTaUIMdeckas (ABHULeN
PH-102) 37,00 mr, nakto3sl MOHOTHApAT 66,40 Mr, KpeMHUS IUOKCHUJT KOJUTOMIHBIH
0,60 MT', MAarHus cTeapar 1,50 MT, omagpai®  Y-1-7000
3,20 mr (rumpomeiosa (E 464) 2,00 mr, turasa auokcuxn (E 171) 1,00 wmr,
Maxporon 400 0,20 mr).

Onucanne
benple mpomonroBaThie TaONETKW, IIOKPBITHIE IUIGHOYHOM o00oNMOYKOH, ¢

IIOTIEPEYHOM PUCKON U TPaBHPOBKOH «Y» IO 06EHM CTOPOHAM OT PUCKH.

(I)apmaKOTepaneB"mqecKaﬂ rpymnna: IIPpOTHUBOAIUICPTUYCCKOC CpPEACTBO -

H;-rrcraMuHOBEIX peenToOpoB GIOKaTOP.

Kox ATX: RO6AEQ7
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dapmaKoJIOrH4ecKHe CBOHCTBA

DapmaKoOuUHaMUKa

Mexanusm oeticmeus

IleTHpH3MHE — aKTMBHOE BEIIECTBO Ipemnapara 3UpTeK® — SBIseTCsS MeTaboNUTOM
TUIPOKCH3UHA, 00JIalaeT aHTUTUCTaMUHHBIM () EKTOM ¢ IPOTUBOANIEPTHYECKAM

neidictueM. LIeTMpH3MH OTHOCHTCS K TpyIe KOHKYPEHTHBIX aAHTaroHHCTOB

TACTaMMHA H Onoxupyer Hj-THCTaMHHOBBIE pEIENTOpHl €  HeOOIbIIMM
BO3JEMCTBHEM Ha JpyrWe pelenTopbl W IpakTHYeCKH He OKa3hlBaeT
AHTHXOJIMHEPTHIECKOTO ¥ aHTHICEPOTOHUHOBOTO JEHCTBHUS.

IeTupu3uH OKa3bIBaCT BIUSHHE Ha TMCTAMUH3aBUCHUMYIO CTaHIO aNICPIHYECKUX

peakiuii HeMeIEeHHOT0 AeHCTBYS, a TAKKe YMEHBIIAaeT MUTPAIHIO 303MHODHIIOB U

3aMe[IeHHoro Tuma. [IpakTHuyeckd He MPOXOMUT depe3 reMaTodHIedandecKuit
Oapbep H, CII€OBaTENBHO, IIOYTH HE CHOCOOEH JOCTHYh ILEeHTpalbHBIX

peuenrtopoB Hj.

OTpaHUYUBAET BBEICBOOOXKIECHHE MEAWATOPOB IPH AJUIEPIMYECKUX pEeaKIMaX
’ Gapmaxoounamuueckue s¢pghexmut
B uccnenoBanusx BIMSAHMS I'MCTaMUHA Ha KOXY ACHCTBHE LETUPH3MHA B J03€
(" 10 Mr HayMHANOCH Yepe3 1 yac, JOCTUIrao0 MaKCUMyMa co 2-T'0 110 12-bIi 9ac U Bce
ele HaONIOJanoch Ha CTATHMCTHUYECKM 3HAUMMBIX YPOBHSAX uepe3 24 daca. B
INOTONTHEHUN K aHTUTUCTaMUHHOMY 5GQeKkTy LEeTHpH3HH Takke oOIamaer
IIPOTHUBOBOCIIATUTENBHEIM 3((}exToM M TeM caMbIM OKas3blBaeT BIHMSHUE Ha
HO3JHIONO (pa3y alIepruyecKoi peakiyu:
- Ilpu moze 10 Mr omuH MiM XBa pasa B NeHb, HHTHOMpPYET IIO3IHIOI (azy
arperanyy 03MHO(QUIOB B KOXKE;

- Ilpm pgoze 30 Mr B mOeHp, WHTMOMpyeT BBIBEAEHWE 303MHOGMIOB B

6p0HXI/IaJIBHy10 JIEBEOJLIPHYIO XXHIKOCTH ITOCIE BBISBAHHOI'0 aJlJICPI€HOM

6p0HXI/IaJIBHOI"0 CYXCHUIA,
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- VHrubupyeT BBI3BAaHHYIO KAJUIMKPEHHOM IIO3[HIOK BOCHAIUTEIBHYIO
PEaKIVIO;

- TlomaBmser skcmpeccuio MapKepoB BocnaneHus, Takux kak ICAM-1 wmnu
VCAM-1;

- Hurubupyer pelcTBHE TUCTaMHUHONMOEpaToOpoB, Takmx Kkak PAF wmmm

cybctanms P.

DapmakoKUHemuKa

Bcacwviganue

Ilocne npuema BHYTpH Ipernapar ObicTpo abcopbupyercs H3 IKeITyAOIHO-
KUIIEYHOro TpakTa. (PapMakOKMHETHYECKHME IapaMeTpsl LEeTUPU3UHA IIPH €ero
IpuUMeHeHNH B JHo3ax oT S5 pmo 60 Mr u3MeHAIOTCS JNHMHEHO. PaBHOBecHas
KOHI[EHTPALIUS OCTUTAETCS Yepe3 3 IHS.

dapMakoKMHETHIECKAH IPOQHIb NETHPHU3MHA aHAIOTHYEH Y B3POCIBIX U AETEH.
Y npereli mocne npuéMa LEeTHpU3MHA B H03€¢ 5 MI' KOHUEHTpalus aKTHBHON
cyOCTaHIIMM B OpraHM3Me, Takas jke, Kak M y B3pocibIX mocie mpuema 10 mr. ¥V
B3POCIHBIX ITOCIIe IpUeMa LieTUpu3nHa B Jo3e 10 Mr MakcuMmanbHas KOHIEBTpaLys
(Cmex) B TUTa3Me KPOBH JocTUTaeTcs depe3 1 - 2 yaca u coctaBnsgeT 350 ur/mi. Y
JieTel ocie mpreMa IeTUpU3UHa B fio3e 5 M MakcUManbHast KOHIEHTPauus (Crax)
B INTa3Me KPOBH JOCTHraeTcs yepe3 | yac U cocTaBiseT 275 HI/MIL

[Tpu npreme LeTHpu3HHA B HopMe Karerb MaKCHMAIbHBIE KOHIIEHTPAIH B IIa3Me

KPOBH AOCTHUTAIOTCA C 0oJtee BEICOKOMH CKOPOCTBIO.

Pacnpeodenenue

O6reM pacrnipenienenus nocie npuema 10 Mr cocrasiser 35 JIUTPOB Y B3pOCIBIX, a
CBsI3bIBaHME ¢ GeNKkaMu IUIa3Mbl KpoBH - 93%. ¥V nereit o6beM pacnpeeneHus ocie
IIpYeMa 5 MI' COCTaBIIET IPUMEPHO 17 TUTPOB.

He3xnaguTensHOE KOJIMIECTBO LICTHUPU3HA BBIICILIETCA B I'PYAHOE MOJIOKO.
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Memabonuzm

Y B3pOCIBIX 60% JO3EBI BBIBOJIHUTCA U3 OpraHu3Ma B HEU3MCHEHHOM BHIE ITOUKaMHM.

Buigeoenue

ITocne npuema 10 Mr y B3pocnbIx OOIIMN KJIAPEHC LETHPU3HHA COCTABISET
0,60 mn/mMun/kr; mepuox nomyseiBenerus (11,) cocraBnser npumepro 10 gacos.
[IpuéM HECKONBKUX HO3 He H3MeHSeT (papMaKOKMHETHYEeCKHe mapamerpbl. lIpu
npueMe Iperiapatra B cyTodHod mosze 10 mMr B Tedenwe 10 gHedl KyMmyirinuu
HETUPU3UHA He HabIIIoanoch.

ITocrne okoHUAHUS JIEYEeHHs YPOBEHB IIETHPU3NHA B IIa3Me KPOBU OBICTPO TajaeT
HIDKE ONpelesieMBIX IpenenoB. [IoBTOpHEIE aieproloriyeckne TECTHl MOXKHO

BO300HOBUTH depe3 3 JHS.

OmoenvHule 2pynnvl NAYUEHMO8

Hooicunvie nayuenmeot:

VY 16 MOXUIBIX MU IPY OJHOKPAaTHOM IpueMe npenaparta B go3e 10 mr Ty, 601
Beimte Ha 50 %, a ckopocTh BbiBemeHHs Obuta Hike Ha 40 % mo CpaBHEHMIO C
KOHTPOJIbHOW TPYIIION.

CHmwxeHMe KJIMpeHca LEeTUPHU3MHA Yy IOXKWIBIX NAaI[MeHTOB BEPOATHO CBA3aHO C

YMCHBINICHHEM (bYHKIJ,'I’II/I IIOYCK Y 3TOM KaTCTOpHUH ITalJuCHTOB.

Lemu:

VY pereii ot 6 no 12 net 70% 10351 BEIBOAWTCS M3 OpPraHU3Ma B HEU3MEHEHHOM BUJIE
ITOYKAMH.
[Tocme npuemMa 5 Mr y JgeTeil oOIIMH KIHpEHC IETHPHU3UHA COCTABIISET

0,93 mn/Mun/xT.

Tin y mereit ot 6 no 12 set cocraBnsger 6 4acoB, OT 2 0 6 eT — 5 4acoB.
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Iayuenmul ¢ noyeyHo HeOOCMAamoOYHOCIMbIO!

V mal@eHToB ¢ MOYeIHOH HeIOCTATOYHOCTHIO JIETKOM CTENIEHN TSDKECTH (KIUPEHC
kpeatuauHa (KK) > 50 mi/muH) papmakokuHeTHUeCKHE TapaMeTphl aHAIOTUYHBI
TAKOBBIM ¥ 370pOBBIX JOOPOBOJIBLIEB C HOPMaJIBHON (QyHKIMEH I0YeK.

YV DauueHTOB € IIOYEYHOM HEJOCTATOYHOCTBIO CpENHEH CTeNeHH TKEeCTH
(KK 30 — 49 mn/mun) Ty, yamunasercs B 3 pasza, a o0yl KIIMPEHC CHIDKAETCS Ha
70 % OTHOCHTENHHO 3I0POBBIX JOOPOBONBIEB C HOPMAIBHOM (PyHKIHEH IToueK.

VY rmanuenToB, Haxopsamumxcs Ha remopuanusze (KK < 7 mn/muH), npu Opueme
npenapara BHYTph B fo3e 10 Mr oO0Imuil KiIMpeHc cHIKaeTcst IpHOIU3ATEIBHO Ha
70 % OTHOCHTENBHO 3Z0POBLIX HOOPOBOJIBIEB ¢ HOPMAIBHON (QPyHKIHEH ITOoUeK, a
Tin ynnuasercs B 3 pasa.

Menee 10% ueTnpu3rHa yaaiseTcs B X0/ie CTaHAapTHON IPOLeAypbl FTeMOANaNN3a.

THayuernmul ¢ neyeHouHoU HEGOCMAMOYHOCIBIO!

V DanmueHTOB ¢ XPOHUYECKHMMH 3a00NeBaHUSAMHU I€YeHU (relaToNeUTIOIIPHEIM,
XOJIECTATUIECKUM B OMIIMapHBIM IIMPPO30M) IIpH OTHOKPaTHOM IIpUEMe IIpenapaTa
B nose 10 wim 20 mr T yBenuuuBaercs npuMepHo Ha 50 %, a KimpeHe CHIbKaeTcs
Ha 40 % 110 cpaBHEHHIO CO 3IOPOBEIMU CyOBEKTAMH.

Koppekuus no3sl Heobxoarma TONBKO B Clyyae, eciii y TalMeHTa ¢ Ie4eHOIHOH

HEAOCTATOYHOCTBIO KMCCTCA TAaKIKC COITY TCTBYIOINAA ITOUCHHAA HEAOCTATOUHOCTD.

Iloka3zaHus K NpUMeHEHMIO
ITpuMmeneHue rnpenapara MOKa3aHo Y B3pOCIBIX U fieTel ¢ 6 JieT [ oberdenus:

- Ha3aJIbHBIX 7 ITIA3HBIX CHMIITOMOB KPYTIIOTOJUYHOIO (IIEPCUCTHPYIOIIEro) U
Ce30HHOT0  (MHTEPMUTTHPYIOIIEr0)  alUIEPrHMYECKOr0  pUHHTA  H
aJUIepPIrUYecKOr0 KOHBIOHKTHBHTA: 3yZd, UMXaHbs, 3ajI0KEHHOCTH HOCA,
PHUHOPEH, CIe30TCUEHHS, THIEPEMIH KOHBIOHKTHBE;

- CHMIITOMOB XpOHI/I‘IeCKOf’i HUIHOIIATHIECKOMN KpallABHUIILI.
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HporuBonokasanus

- TIOBBILIEHHAS YYBCTBUTEIBHOCTD K LETHUPU3UHY, TUAPOKCU3UHY WIXA APYTHM
[IPOU3BOJHBIM IIMIepasHHa, a TaKkKe JEOOOMYy JApyroMy KOMIIOHEHTY
IIperapara;

- TepMHHAJBHAS CTa[¥s IIOYETHONU HEJAOCTATOUHOCTH (CKOPOCTh KIyOOUKOBOit
¢unpTpanyun) < 15 MI/MUB);

- Jetckuit Bo3zpact no 6 net (Ans JaHHOH nexapcTBeHHON (HOpPMEL);

- HacrnexcreeHHas HeNepeHOCHMOCTh TaJIaKTO3bl, AeOUIUT JIAKTa3bl HIH

CUHIPOM I'TIFOKO30-TaJIaKTO3HOM MaJIBaGCop6IJ,'I/II/I.

C 0cTOPOKHOCTHIO
XpOHUYEeCKas IT04eYHasl HEJOCTAaTOYHOCTh (IPH CKOPOCTH KIIyOOUKOBOM
¢unbTpanuy > 15 Mi/MuH TpeGyeTcs KOPPEKIHS pexuMa JO3UPOBABHS );
IalMEHTHl ITOXHUIOro Bo3pacTa (IpH BO3PACTHOM CHIDKEHHH KITyOOUYKOBO#
brIETpanun);

~ OMMJIEIICHS U MAl[UeHTHI C IIOBBIIIEHHOH CYIOPOMXKHOM IOTOBHOCTHIO;
[MalUeHThl ¢ [peApaclolaralolluMUA  (GakTopaMu K 33JepXKe MOYH
(cM. pazpmen «Ocobple YKa3zaHus» );

. - IIpH OXHOBPEMEHHOM YIIOTPEOJIEHHH C alKOrolleM WIM I[IpelapaTaMH,

YTHETAIOIUMH LeHTpanbHylo HepBHylo cucreMmy (IIHC) (cm. pasgmen

«Ocobble yxazanum);

- II€pHuOA I'PyAHOIr'0 BCKapMIINBAaHHUA,

- OepeMeHHOCTb.

IIpamenenue npu 6epeMeHHOCTH H B EPHOJ IPYAHOrC BCKAPMJIMBAHAS
bepemennocme
JlaHHEle 1O IPMMEHEHUIO LIETUPHU3MHA BO BpeMs OepeMeHHOCTH OrpaHUYeHBI

(300-1000 ucxonos 6epemennocTH). OHAKO He BEIIBIECHO ClIyyaeB ()OPMUPOBAHUA
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IIOPOKOB Da3sBUTHS, SMOPUOHANEHOM M HEOHATAIBHOM TOKCHYHOCTH C YETKOU

IPUYHUHHO-CIIEACTBEHHON CBA3BIO.

DKCIepUMEHTANIBHBlE MCCIEOBAHNS Ha JKMBOTHBIX HE , BRIABWIH KaKuX-JI10O

OpSAMBIX WIM KOCBEHHBIX HEOIaroupuaATHBIX 3(GEKTOB UETHpH3MHA Ha

pasBuBaromiics mion (B TOM 4YHCIE B IIOCTHATANEHOM IEPHOJE), TEYSHHE

| OepeMEHHOCTH U POZOB.

IIpu GepeMeHHOCTH cleAyeT NPUMEHSATh C OCTOPOXHOCTBIO, B Clydae eciH

npennosaraeMast ONb3a Ul MaTepHy NPEBhIIIaeT IIOTEHIMAaIbHBIA PUCK I IO/,

[epen mpuMeHEHNEM IIperapara, ciy Bel 6epeMeHHs], WK peToaraeTe, 4To Bor
- MOIIM OBl OBITH OepeMeHHOH, WM IUlaHHpyeTe OepeMeHHOCTh, HEeoOXOIHMO

IIPOKOHCYJBTHPOBATHCS C Bpa4YOM.

Ilepuoo epyonozo ecxapmnusaHus

[{eTMpu3KUH 3KCKPETUPYETCS C TPYyAHBIM MOJIOKOM. L[eTHpHM3UH BBHIIEIIETCA B

rpyJHOe MOJOKO B komuuecTBe 25-90 % OT KOHIIEHTpalMu B IINa3sMe KpOBH, B

3aBHCHUMOCTH OT BpeMeHH 0TOopa 1pob Iociie rpuemMa mpenapara. HexenatenpsHble

PeaKIuy, CBSI3aHHBIE C ETUPU3INHOM, MOTYT HaOMOAaThCs Y IPYIHBIX IETEH.

B mepuon rpyIHOTO BCKapMJIMBaHMS CHleAyeT IIPUMEHSTh ¢ OCTOPOXKHOCTBHIO, B
- cllydae €CIY IIpejronaraeMas Iojb3a JJI1 MaTepH [IPEeBBIIIaeT IOTEHINATbHBINA PHCK

s pebeHKa.

B nepuon rpyHOro BCkapMIMBaHUS Nepel IpUMeHesreM IpenapaTa HeoOX0auMO

IIPOKOHCYJILTHPOBATECS C BPAYOM.

Depmunvrocmo
JocTynHele JaHHbBIE O BIMSHUU Ha (DEepTHIBHOCThH YelIOBeKa OTpaHUYEHE], OIHAKO
’ OTPULIATENIFHOTO BIUSHUS Ha (QEPTHIBHOCTh B MCCIEHAOBAaHMIX Ha JXABOTHBIX HE

’ BBIABIICHO.

O
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Cnoco6 npuMeneHust M 10351
BuyTps.

IIpuHrMAaTh TperaparT ciefayeT BedepoM, T.K. CHMIITOMBI CTaHOBATCS Oolee
BEIPAKEHHBIMU BEUEPOM.

Ipenapar 3uprex® crenyeT IPUMEHST He pasKeBbiBasA, PEKOMEHIYETCs! 3aIliBaTh
BOJIOHA.

IIpenapat 3upTek® MONKHO MPYHAMATH HE3ABUCHMO OT IIPHEMA TIHIIH.

B3pocnvim

10 mr (1 Tabnerka) 1 pa3 B A€HB.

Lemu

Hemu om 6 0o 12 nem

10 mr (1 Tabnerka) 1 pa3 B IeHb.

TTpoXOMmKNTENBHOCTS JICUEHHUS! He JOJDKHA IIPEBHIIIATE 4 HeJleb.

ANBTEpHATHBHO, JO3a MOXeT OBITh paslejeHa Ha JBa  IIpueMa

(110 1/2 TabneTku yTpoM U BEUEPOM).

Hemu cmapwe 12 nem
10 mr (1 Tabnetka) 1 pas B feHb.
HHorna HavansHOM 10381 5 M (1/2 Tabnerkn) MOXxeT OBITH JOCTATOYHO, €CITH 3TO

IIO3BOJIACT JOCTHYb YAOBICTBOPUTCIBHOI'O KOHTPOIIA CHMIITOMOB.

JetssM ¢ noyeynoli HedocmamoyHocmulo 103y KoppekTupyroT ¢ ydetoM KK u

MacCCHI TEl1a.

OmoenvHvle zpynnvl NAYUEHMOB
Iayuenmuwt nooicunozo eospacma
M3-32 BO3MOXHOIO CHIDKEHMA (QYHKIMH II0YEK PEXMM NO3HPOBAHHUA IpENapara
cliellyeT KOppeKTHpoBaTh (cM. mogpazfien «llayuenmsr ¢  noYeyHOl

HedocmamourHocmuioy pasnena «Criocod NPpUMEHEHHUS U JO3BD))
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Iayuenmul ¢ noweunot He0OCMAmMoOYHOCMbIO

ITockonbKy IpenapaT 3upTek® BRIBOJUTCS U3 OpraHU3Ma B OCHOBHOM IIOYKaMH (CM.
nojipazfen « PapmMakoKuHemuxay ), IpA HEBO3MOXKHOCTH ANbTEPHATUBHOTO JIEUECHS
nRayueHmam ¢ NOYeYHOU HeOOCMAMOYHOCMbIO PEXUM JO3UPOBaHMS Iperapara
clefyeT KOpPPEeKTHPOBaTh B 3aBUCHMOCTH OT (QYHKUMM [OYeK (CKOpOCTh

Kiy6ouxoBoi gunerparpu [CK®D]).

[Ipu mcmonp3oBaHUM TAONUIB! ISl KOPPEKTUPOBKHM HO3Bl KIIMPEHC KpeaTHHMHA

IOJDKEH OBITh pACCYMTAH B MJI/MUH.

Kmupenc kpeatunuHa (KK) 1 MyX4WH MOXHO paccuuTarh, HCXOOS U3

KOHIICHTpAll ChIBOPOTOTHOI'O KpeaTHHUHA, 110 cne,uylomeﬁ (I)OPMYHCI

[140 — Bo3pacT (roasl)] X Macca tena (kr)
72 X KKCBIBOpOT (MF/ A1)

KK (Ms/MuH) =

KK pmns KeHIIMH MOXHO paccuurarbh, yYMHOXWUB [IONy4EHHOE 3HAYEHUE HA

koadument 0,85.
Jo3upoBasye y B3pOCIbIX TAMEHTOB ¢ HOYeYHOM HENOCTATOYHOCTEIO
HoyeyHast HeAOCTATOYHOCTD CK® (ma/mun) | Pexxum 103upoBaHus
Hopma >90 10 mr 1 pa3 B neHb
Jlerkas 60 - 89 10 mr 1 pa3 B JeHb
Cpenuss 30-59 5 Mr 1 pa3 B ieHb
Tsxenas 15:~29 5 Mr uepes JeHp
(ne Tpebyromue
JIa3a)
TepMuHanpHas cTagus — NalUEHTH], <15 [pyeM Ipernapara
HaxomsIyecs Ha JUanuse IIPOTUBOIIOKA3aH







