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MHHHCTEPCTBO 3[PABOOXPAHERIS POCCE

®EIEPAITAN

WMHCTPYKIMA 110 MEJIUITUHCKOMY ITPUMEHEHWIO
JIEKAPCTBEHHOTI'O ITPEIIAPATA

SHPTEK®

Perncrpanuonabrii HOMép: ITN011930/01

Toproesoe HaumeHoBaHHUe: 3UPTEK™

MesxnyHapoaHoe HeNaTEeHTOBAHHOE HJIH IPYNHHMPOBOYHOE HAUMEHOBAHUE:
NEeTUPU3UH

JlexkapeTBenHasi popma: Kariy il IprueMa BHYTPb

Cocras

1 Mu1 Kamens COEepPKUT:

Heticmeyrowee sewjecmeo: nerupusvaa aurugpoxiopu 10,00 mr. |
Bcenomozamenvhuvie sewyecmsa: rmunepon 294,10 mr, nponnneHrJIHKoﬁb 350,00 mr,
Hatpus  caxapmHar 10,00 wr, Merwnmmaparumapokcmbenszoar 1,35 w,
nponwimaparuapoxcudenzoar 0,15 mr, Hatpus anerat 10,00 Mr, yKCycHast KHCIOTA

nensuas 0,53 mMr, Boga oummenHas 10 1,00 ML

Onucanue

IIpo3spaunas GecrBeTHas XKHUIKOCTH C 3aTIaXOM YKCYCHON KUCIOTHI.

dapmaxkoTepaneBTHYecKass IpPyNna: I[POTUBOALIEPTHYECKOE CPEACTBO -
Hi-rcTaMUHOBBIX PerenTopoB OI0KaTop.

Kox ATX: RO6AEQ7
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dapmakosioruyecKue cBoicTpa . (Bxogawmit M3 N24199061)

Dapmaxoounamuka
Mexanuzm oevicmeus
IleTUpr3UH — aKTHBHOE BEINECTBO IIpenapara 3upTek® — ABISETCS MeTaboIuTOM
THIPOKCH3KHA, 0071aJaeT AHTUIHCTAMUHEHEEIM 3 (MEKTOM ¢ IIPOTHBOAIIEPIHIECKAM
neicreueM. lleTwpuswH OTHOCHTCS K Tpynne KOHKYPEHTHBIX aHTarOHHCTOB

rucTamuHa M Onokupyer H -TucTaMMHOBBIE pENENTOPHl C  HEOONBIIHM

BO3I[€fICTBHCM Ha Jpyru€ peOenTopbl HW  IIPAKTHYCCKHM HE  OKAa3bIBACT

AHTHUXOJIMHEPIUICCKOI'O U aHTHCEPOTOHMHOBOI'O JICHCTBHSL.

IleTpu3uH OKa3biBaeT BIMSHUE HA MMCTAMHH3aBUCHMYIO CTAJIAIO aJUIEPTHIECKUAX
peaxnuii HeMeNIEHHOT' O ISHCTBHUS, & TAK)Ke YMEHbIIAeT MUTPALTHIO 3030HOMUIOB H
OTPaHWYMBAET BLICBOOOXKICHUE MEIUATOPOB TIPH AJUIEPIHYSCKUX PEaKIIHIX
3aMe[UIeHHOro THna. [IpakTuuecku HE NPOXOTUT depe3 reMaTodHIeaTndecKui
Oappep U, CIENOBATENbHO, IIOYTH HE CIOCOOEH JOCTHYL IEHTPaIHHBIX

penentopos Hj.

Dapmaxoounamuueckue s¢hghexmol

B mccnenoBanusax BIUsSHMS FHCTaMMHA HA KOXY AelicTBYE IeTUpu3nHa B 1o3e 10 mr
HaYUHAJIOCHh Yepe3 1 gac, JOCTUrano MakCUMyMa co 2-To 1o 12-pIi gac u Bce ele
HabJI0all0Cch Ha CTAaTUCTUYECKH 3HAUUMBIX YPOBHAX Yepe3 24 yaca. B nononnenuu
K AHTUTUCTAMUAHHOMY addexTy LETUPU3UH TaxoKe obiagaer
IIPOTUBOBOCIIAIIUTENBHBIM 3(QQPEKTOM H TeM CcaMbIM OKa3bIBaeT BIUSIHHE Ha
IIO3/IHIOIO a3y alepruieckoil peakiuu:

- Ilpum mose 10 Mr ofuH Wik ABa pasa B JIeHb, HHIUOMpPYET MO3IHIOK (azy
arperaryy 03MHO(PMIOB B KOXKE;

- llpm nmose 30 Mr B JeHb, UHTHOMpYET BEHIBEJIEHHE DO3MHO(DHIOB B
OpOHXMANBHYIO aTbBEOSIPHYIO XXHIKOCTH IIOCIE BBI3BAHHOIO AIEPreHOM
OpOHXUATIEHOTO CYKEHHS;

- HMurubupyer BBI3BaHHYIO KaLIMKPEHHOM IIO3IHIOI  BOCHAIHTEIBHYIO

peaxIuio;



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 10.01.2023 N= 84

- Tlojamnser skcIpeccHo MapKepds BOCHANCBHA;-Takux| Kak TGAM:-1 umm

VCAM-1,
- HMurnbupyer peficTBHEe THCTAMUHOIHOEpaTOpoB, Takux kKak PAF wimma

cyocrammus P.

DapmaKkoKuHemuKa

Beacwvisanue

Ilocne mnpuema BHYTps IpenapaT OblcTpo abcopOupyercss H3 IKeIyDOdHO-
KHAINEYHOro Tpakra. DapMakOKMHETHYECKHE TIapaMeTphl LETHPU3WHA IIPH €ro
IpUMEHeHH: B [03aX OT 5 70 60 MI W3MEHSIOTCS JMHeHO. PaBHOBecHas
KOHILIEHTpAIsl IOCTUraeTcs uepe3 3 ITH. |

DapMaKOKMHETHYECKUH IPOQUITEH ETHPU3NHA aHAIOTHYEH Y B3POCIBIX M JETEH.

Y peredl mocie npuéma uemme/IHa B J103¢ 5 MI' KOHIEHTpanus aKTHBHOU
CyOCTaHIIMM B OpraHM3Me, TaKas e, KaKk u leBPOCJIBIX HocJIe anéMa 10 mr. ¥V
B3POCIIEIX IIOCIE IIpUeMa LeTHpU3rHa B fo3e 10 Mr MakcuManbHas KOHIIEHTPAITHI
(Cmax) B TIIa3Me KpOBH JocTHTaeTcs uepe3 1 - 2 waca u cocrapmsgeT 350 ur/mi. ¥V
JieTeH Ioclie IpreMa IeTUPU3KHA B 1o3e 5 MI' MakcuMalnbHas KOHIEHTparus (Cupax)
B IUIa3Me KPOBH JOCTUTaeTcs yepe3 1 gac u cocraBisieT 275 HI/MIL

ITpu npueme neTHpU3HHA B GOPME Kallellb MAKCUMAaJIbHbIE KOHIEHTPALH B IIIa3Me

KpPpOBH JOCTHUTAKOTCA C 0oJiee BHICOKOM CKOpPOCTBIO.

Pacnpeoenenue

O6BeM paclpeeleHus OCIe npuema 10 Mr coctaBisieT 35 TUTPOB Y B3pPOCIBIX, a
CBs3BIBaHME C OEIKaMHU I11a3MBl KpoBH - 93%. V neteit 06beM pacupeieneHus ocie
IIPHEMa 5 MI COCTaBILIET IPUMeEpHO 17 JIUTpOB.

HeznauurensHOE KOIHYECTBO INETUPHU3NHA BEIACIIACTCA B I'PYAHOC MOJIOKO.

Memabonusm

VY B3pocnerx 60% J103b1 BEIBOAUTCS U3 OpraHu3Ma B HEM3MEHEHHOM BHE IIOYKAMH.
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Buiseoenue ‘ (Bxomawmit M3 N2

Ilocne mpuwema 10 Mr y B3pocnbIX OOIIME KIMPEHC NETUPU3WHA COCTABIISIET
0,60 mn/mun/xr; mepuox monyseiBenenus (T1,) cocrapisger mpuMepHo 10 gacos.
[IpuéM HECKONBKMX 03 He M3MeHseT (hapMaKOKMHEeTHYeCKHe mapaMerTpsl. Llpm
opreMe Ipenapara B cyTo4Hod no3e 10 mMr B TedeHwe 10 nHEH KyMyismua
[ETUPHU3UHA He HaOII0qaIoCh. |

Ilocne oxOH4aHHUs JeYEHHs yPOBEHD LIETUPU3UHA B IJIa3Me KPOBH OBICTPO I1amaeT
HIDKE OIpelelsieMBbIX IpenesnoB. 1I0BTOpHEIE alieprojloruiecKue TeCThl MOXKHO

BO300OHOBUTH Uepe3 3 JHs.

OmoenvHbie 2pynnvl NAYUeHmMos

Tootcunvie nayuernmeo: "

VY 16 noxxumnsIx JUI IPH OZHOKPATHOM Ipueme mpemnapara B goze 10 mr Ty, ObmT
Bele Ha 50 %, a ckopocTh BhiBeneHus Oputa Hbke Ha 40 % IO CpaBHEHHIO C
KOHTPOJBHOU IPYTIION.

CHIKeHHe KIMPEeHCa IETHPHM3WHA Yy IOXKWIBIX NAMHEHTOB BEPOATHO CBA3AHO C

yMEHBIIeHUEM (QyHKINY II0YEK y STOU KaTeropiy IalieHTOB.

Jlemu:
V neredi ot 6 10 12 net 70% [03BI BEIBOJUTCS M3 OpraHU3Ma B HEU3MEHEHHOM BHJIE

ITOYKaMH.

Ilocne npumema 5 Mr y pereil oOumil KIMpeHC IETHPHU3UHA COCTABIAET
0,93 Mi/MuH/KT.

Tin y merelt or 6 mo 12 ner cocraBisger 6 4acoB, OoT 2 IO 6 JeT — 5 4acos,

oT 6 MecI1eB 10 2 JIeT — CHIKeHo 10 3,1 Jaca.

Hayuenmur ¢ noveunoii HedoCMamouHOCmMoIO:
VY MalMeHTOB C II0YeYHOH HEeJJOCTATOYHOCTHIO JIETKOH CTEIEHH TSHKECTH (KIUpPEHC
kpeatunrna (KK) > 50 mn/mun) dapMakoKHHETHIECKHE TapaMeTPhl aHaJOTHYHEL

TaKOBBIM Y 30POBEIX JOOPOBOJIBIEB C HOPMATBHOM (hYHKITHEH IOYEK.
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Y manuweHTOB € MOYEYHOH HENOCTATOYHOCTHIO F:CPeIHEH) TTeNeHH) S TSKECTH

(KK 30 — 49 mn/mun) T, yunmuasercs B 3 pasa, a oOIMi KIMPEHC CHUKAETCS Ha
70 % OTHOCHTEIHFHO 3T0POBBIX JOOPOBOIBIEB C HOPMATBHOU (YHKITHEH IIOYEK.

VY manwmenToB, Haxoxgmmxcs Ha remoguanuse (KK < 7 mur/muH), npu npneme'
Ipernapara BHyTpb B o3¢ 10 Mr oOmuii KupeHe CHIDKAeTCs MPHOIU3UTENRHO Ha
70 % OTHOCHTENBHO 3[0POBBIX TOOPOBOJIBIIEB ¢ HOPMAIbHON (QyHKITHEH mMoYek, a
T1pn ymmuasercs B 3 pasa.

Menee 10% IeTHPH3MHA yAATAETCS B XOJE CTAHAAPTHOM IPOIEyphl FeMOIHATH3A.

Ilayuenmul ¢ neueHoOUHOU HEOOCMAMOYHOCBIO.!

VY DanueHTOB ¢ XpOHWYECKAMH 3a00NEeBaHMAMHU I€UEHH (TelaTOLEILTIONSIPHbIM,
XOJIECTATHYECKIM ¥ OMITHAPHBEIM IIMPPO30M) [IPY OJHOKPATHOM TIpHEMe IIperapara
B no3e 10 wiu 20 mr T1p, yBenuauBaeTcs npuMepHo Ha 50 %, a KITMpeHC CHUKAeTCs
Ha 40 % 110 CpaBHEHUIO CO 3OPOBLIME CyObekTaMu. KoppeKius 03kl HeoOXouma
TONLKO B Cily4ae, €ClIA y NallMeHTa C [I€YeHOYHOM HeZOCTATOYHOCTBIO HMMEeTCs

TaKKe COIIYTCTBYIOIIAA ITIOYCUHad HEAO0CTaTOYHOCTD.

IloxazaHusi K NPAMEHEeHUI0
IIpuMeHeHre Ipenapara MOKa3aHO y B3POCHBIX M JeTedl ¢ 6 MecsieB il
o0erdenus:

- Ha3aJbHBIX U ITIA3HBIX CUMIITOMOB KPYIJIOTOJUIHOIO (IIEPCUCTHPYIOUIETO) U
CE30HHOIO  (MHTEpMHUTTHPYIOIIEI0)  aJUIEPIUYeCKOro  pHHHUTA  H
aJIIepruueckoro KOHBIOHKTUBUTA: 3yJa, YMXaHbsd, 3al0KEHHOCTH HOCA,
PHHOPEH, CIIE30TEYECHHUs], TUIIEPEMUU KOHBIOHKTURBEI;

- CHMIITOMOB XpOHI/IT-IeCKOﬁ HAHOIATHIECKOH KpanuBHUIEL.

HDHMeHGHI/IC y JIeTer oT 6 012 MECAIIEB BOSMOXXHO TOJIBKO ITO HA3HAYCHUIO Bpaya

U TOJ CTPOTMM MEAUITMHCKUM KOHTpoJaeM!




HpOTHBOHOKaSaHHﬂ . (Bxogawwit M3 N:
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NOBBULEHHAs UyBCTBUTEIBHOCTD K IIETHUPU3UHY, THAPOKCHZHHY HIIH IPYTHM
NPOW3BOMHBIM IIMIIEpAsHHA, 4 TaKKe IIOO0MY JPYToMy KOMIIOHEHTY
nperapara; |

TepMHHANbHAs CTaIHs IIOUYeYHON HEJOCTATOYHOCTH (CKOPOCTh KITyOOUKOBOM
unpTparmy) < 15 mi/Mun);

IeTCKUH BoépaCT no 6 wMecsreB (BBUJIY OrpaHWYEHHOCTH IAaHHBIX IIO

5 GEXTUBHOCTH U GE30IIACHOCTH IpUMEHEHH IIpenapara 3upTek®);

C ocTOpOiKHOCTHIO

XpOHUYECKas IIOYedHass HEeJIOCTATOYHOCTh (IPH CKOPOCTH KIIyOOUKOBOU
bunpTpanun > 15 Mi/MuH TpeOyeTcst KOPPEKIUs PeXIMa TO3UPOBAHHS);
MAIUEeHTHl TTOXKUIIOr0 Bo3pacTa (IIPH BO3PACTHOM CHIDKEHHM KIIyOOUKOBOM
bunpTpanym);

SIMIETICUS U NAIMEHTHI ¢ IOBBIIICHHON CyI0POXHON I'OTOBHOCTHIO;
IANHAEHTBl C IpefpaclojiaraloliuMy  (akTopaMd K 3aJepxKe MOYH
(cMm. pasmen «Ocobble YKa3aHusy» ); |

NEeTCKUM BO3pacT ¢ 6 mecsies 1o 1 roxa;

P4 OJHOBPEMEHHOM YyIOTPEOJEHHH C alKOrojeM WA IIpenapaTaMu,
YTHETAIOIVMHU LieHTpaibHylo HepBHyro cucreMy (ITHC) (cm. pazmern
«OcobBIe yKazaHus» );

NEPHOJ IPYAHOTO BCKApMIIMBAHIL,

OepeMEHHOCTE.

IIpamenenne npu 6epeMEeHHOCTH U B IIEPUO/ IPYTHOI0 BCKAPMJIMBAHMS

bepemennocmo

JlaHHBEIE 1O NPUMEHEHWIO LEeTHpPH3WHA BO BpeMsS OepeMEHHOCTH OrPaHHYEHBI

(300-1000 ucxomos bepemernocTH). OHAKO He BELSIBIEHO CIy4aeB (GOPMUPOBAHUS

IOPOKOB pa3BUTHA, SMOPUOHANBHON M HEOHATAIBHOH TOKCHYHOCTH C YETKOM

HpI/I‘II/IHHO-CJIeI[CTBeHHOI\/'I CBA3BIO.
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OKCIIEpUMEHTAIBHBIE HUCCIEIOBAHS JKUBOTHBIXo [HE 1« BBITBIY 5 KAKHX-TH00

TIPSIMBIX MIM  KOCBEHHBIX HeOMaronpusiTHEIX 3(QQeKToB IEeTHpU3WHA Ha
pasBUBaOINMiiCS IUIOA (B TOM YHCIE B IIOCTHATAJIBLHOM IIEPHOJE), TEUECHHE
OepeMeHHOCTH ¥ IIOCTHATAIEHOE PA3BUTHE.

IIpu GepemeHHOCTH cneﬂyer IPUMEHATH C OCTOPOXKHOCTBIO, B CIyd4ae eciH
IpeanoaraeMas Ioib3a ,umi MaTepy NPEeBhINaeT IOTeHIIMAIBHBIA PUCK IS TUTOA.
Ilepen npumeBeHrEM npenapara, eciiu Brl OepeMeHHEBI, WM Ipearoiaraere, 9o Ber
MoOrmg OBl OBITH OepeMeHHOM, WM IUIaHupyeTe OepeMEeHHOCTh, HEeOOXOIHUMO

TIPOKOHCYIIBTHPOBATHECA C BPA4YOM.

Ilepuoo epyonozo eckapmnueanus

LeTupusuH 5KCKpETHPYeTCsl C TPyIHBIM MOJOKOM. l[[eTHpM3WH BEIOEINSETCS B
IpyaHoe MoOJoKo B konmdecTBe 25-90 % OT KOHIEHTpalwM B IUIa3Me KPOBH, B
3aBHCHMOCTH OT BpeMeHU 0TOopa Ipob mocie mpuema npemapara. Hexenarensaeie
peaKlyd, CBI3aHHBIS ¢ LETUPU3THOM, MOTYT HaOIOIATHCS Y l'fpyHH.BIXl NeTei.

B nmepuon rpynHOro BCKapMIMBaHUS CIeAyeT MPUMEHSTH C OCTOPOKHOCTBIO, B
CllydJae ecId IpearojaraeMas 0JIb3a JUIsi MaTepH IIPEBhIIIaeT IOTeHIINATHHEIN PHCK
JUIs peOeHKa. |

B mepuon rpy1EOro BCKapMIMBaHUS IIepel IPUMEHEHUEM IIpelapara HCOGXOILI;IMO

IIPOKOHCYJIETHPOBATECS C BPAYOM.

DepmunvHocms
JlocTynHBle NaHHBIE O BIMSHUM Ha (EPTHIBHOCTD YelOBEKa OrPaHHYEHE], OIHAKO
OTPHIATENILHOTO BIUSAHMA Ha (QEpTHIHHOCTH B HCCIEHOBAHUAX HA JKUBOTHEIX HE

BBIIBJICHO.

Croco0 npuMeHeHns ¥ 10351
BryTpS.
IlpuarMaTe mpenapaT cinexyeT BedepoM, T.K. CHMIITOMBEI CTAaHOBATCA Oolnee

BBIPaXXEHHBIMHA BEUCPOM.



ITpu HeOOXOIUMOCTH NIPENapaT SUPTEK® MOMKHO 3aIlBTh CTaKaHOMIBAABHIET )

COOTBETCTBYET KCNEPTHOMY OTYETY

IIpenapar 3upTek® MOXHO IIPUHAMATH HE3aBUCUMO OT MPHEMA ITAIITHA.

Bspocnvim

10 mr (20 xamens) 1 pa3 B IeHb.

AJBTepHATHBHO, J103a MOXKET OBITH paszeneHa Ha jiBa npruema (o 10 xamens yTpoM
Y BEUEPOM).

JHemu

Ilpumenenne v nereii ot 6 1o 12 MecsIeB BO3SMOKHO TOJBKO IO HAa3HAUYESHHUIO Bpada

U 1104 CTPOTHM METHUITMHCKHM KOHTDOJICM!

Jemu om 6 0o 12 mecayes

2,5 mr (5 xamens) 1 pa3s B IeHb.

Lemu om 1 200a 0o 6 em
2,5 mr (5 xamenp) 2 pasza B I€Hb YTPOM M BEUEPOM

IIpomomKUTETPHOCTE IeUeHHs He JOJKHA MPEBHIIAaTh 4 Helelb.

Jlemu om 6 0o 12 nem

10 mr (20 xamens) 1 pa3 B geHb

IIponomKxuTenbHOCTD JIeUeHUs He OJKHA IPEBBIIATh 4 HeJelb.

AJNBTEpHATUBHO, 71032 MOXKET OBITH pazjielieHa Ha aBa npuema (1o 10 xamers yTpoM

¥ BEYEPOM).

Jemu cmapuie 12 nem
10 mr (20 xanens) 1 pa3 B ieHb
Wuorna sagampHOM 0361 5 Mr (10 xamenb) MOXKeT OBITH JOCTATOYHO, €CIIH 3TO

TIO3BOJIIET JOCTHUYG YIOBJIICTBOPUTEIIEHOI'O KOHTPOJIA CUMIITOMOB.






