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Perucrpanuonnbiii Homep: [1 N014186/01
Toproeoe naumenoBanue: 3upTex®
MexayHapoaHoe HeIaTEHTOBAHHOE HAUMEHOBaHHUeE: [IETUPU3UH

JlekapcTBeHHas popma: TaOJIETKH MOKPHITHIE TNIEHOYHOW 000IOYKOM

Cocras

eticmeyrowee sewyecmeo: netnpusuna auruapoxiopu 10 mr.
Bcnomozamenvhvie gewjecmea: 1emrono3a MUKpokpuctaudeckas 37,00 wr,
JaKTO3bl MOHOTHApaAT 66,40 Mr, KpeMHHsS THOKCHJ KoJulouaHbid 0,60 Mr, Maraus
creapar 1,25 mr, omagpaii® Y-1-7000 3,45 mr (runpomennosa (E 464) 2,156 wr,
tutana nuokeun (E 171) 1,078 mr, makporon 400 0,216 mr).

Onucanune
benble nmpomonroBaTeie  TaONETKU TMOKPBHITHIE IICHOYHOM  OOOJOYKOM C
JBOSIKOBBIITYKJIBIMU TOBEPXHOCTSIMU, C OJHOCTOPOHHEH PHUCKOW M TPaBUPOBKOH

«Y» 1o o6erM CTOpOHaM OT PHCKHU.

(I)apMaKOTepaIIeBTl/lquKaﬂ rpymma: ImIpOoTHUBOAJICPTHUICCKOE CPEACTBO -

H;-rucramMmuHOBBIX penenTopoB 6J'IOKaTOp.

Koa ATX: RO6AEQ07



PDapMakoJOrHyecKue cBoicTBa

DapmakoouHamuyeckue c60HUCMea

Mexanuzm oevicmeus

LleTvpu3¥H — aKTUBHOE BEIECTBO Npenapara 3upTek® — SBJIgeTcsd MeTaboIuTOM
I'UIPOKCU3KHA, 001alaeT aHTUTUCTAMUHHBIM 3 ()EeKTOM ¢ IPOTHBOAIIICPTHIECKUM
nerictereM. lLleTupusvH OTHOCHTCS K TpYIle KOHKYPEHTHBIX aHTaroHHUCTOB
rucTaMuMHa W OJokupyer Hj-ructamMmHOBBIE pelenTOpbl €  HeOOJBIIUM
BO3JCUCTBUEM Ha Jpyrue peHenTopbl M NPaKTUYECKH HE OKa3bIBaeT
AHTUXOJIMHEPIrUYECKOTO M aHTUCEPOTOHUHOBOTO IeHCTBHUS.

IeTnpusnH OKa3bIBacT BIUSHHUE HA TMCTAMUH3aBUCUMYIO CTAINIO aJUICPTHYECKIX
peaKLyii HeMEUIEHHOTO JCHCTBHS, a TAKXKE YMEHBIIIaeT MUTPAITUIO 203UHO(DHUIIOB H
OrpaHUYMBAET BBICBOOOXKJEHUE MEIUATOPOB TIPU AJUIEPTHYECKHAX PEaKIIUIX
3amemiieHHoro tumna. Ilpaktudeckn He NMpoOxXoAMT Yepe3 remarodHIedanudecKuit
Oappep M, CJeIOBaTeNbHO, IOYTH He CIOCO0eH JOCTHYh IIEHTPAIbHBIX

penenropos H;j.

DapmakoouHamMuxa
B umccnenoBaHusIX BIMSHMS TMCTaMUHA Ha KOXY NEUCTBUE LETHPU3WHA B J03€
10 Mr HaurHaNOCHh Yepe3 1 yac, JOCTUraIo MakcuMyMma co 2-1o 1o 12-pIif yac u Bce
elle HaOMIoNaJoch Ha CTAaTUCTHYECKH 3HAUYMMBIX YPOBHSX uepe3 24 daca. B
IOMOJIHEHUA K aHTUIMCTAaMUHHOMY 3((deKTy IeTUpPH3UH Takxke oOJafaeT
IIPOTHBOBOCTIAIUTENBHBIM 3)(EKTOM H TeM CaMbIM OKa3blBaeT BIHSHHE Ha
MO3/THIONO (ha3y aJuIepruiyecKoi peakIiiu:
- Ilpum nmoze 10 mMr onuH wiu nBa pa3a B JeHb, HHTHOUPYET MO3IHIOI (azy
arperanyy 303MHO(UIOB B KOXKE;
- Ilpm nmoze 30 Mr B JeHb, HMHTUOWpYET BHIBEJCHHE 303WHOGHIOB B
OpOHXMAJBHYIO aJbBEOJISPHYIO KHIKOCTH ITOCIIE€ BBI3BAHHOI'O aJLIEPIeHOM

OpOHXHAIBHOTO CYKEHUS,




- HMurubupyer BBI3BaHHYIO KaJULIMKPEHMHOM IIO3[HIOI0 BOCIAJIUTENHHYIO
peaxumIo;

- TlogaBnser 3KcrpecCHI0O MapKepoB BOCTAICHHS, TaKUX kak ICAM-1 mwm
VCAM-1;

- HWurubupyer peiicTBue rucTaMHHONMHOEpaTopoB, Takux Kak PAF wmm

cyocrannus P.

DapmaKoKkunemuka:

Bcacwvisanue

[locnme mpuemMa BHYTpPh mpemnapar OBICTPO abcopOMpyeTcs W3  IKEIYLOUHO-
KHLIeYyHoro Tpakra. (PapMakOKMHETHYECKHE IapaMeTphl LeTHpHU3WHA TIPH ero
NpUMEHEHUH B J03ax OoT 5 g0 60 Mr wm3MeHSIOTCS JMHeHHO. PaBHOBecHas
KOHILIEHTpalUs IOCTUraeTcs uepes3 3 THsL.

QapMakOKUHETHYECKUN TPO(UITh [IeTHPHU3NHA aHAJIOTHYCH Y B3POCIBIX H JIETEH.
Y gereil mocne mpuéMa LETUPU3MHA B J03€ 5 MI KOHICHTpAIUs aKTHUBHOM
CyOCTaHIMH B OpraHusMe, Takas ke, KaKk U y B3pOCHbIX Iocie npuema 10 mr. V
B3pOCIIBIX IIOCIIE NpUeMa HeTUpHU3nHa B o3¢ 10 Mr makcuManbHasi KOHIIEHTPAIHsS
(Cmax) B m1a3me KpoBH JocTuraercs depe3 1 - 2 yaca u cocrasiseT 350 ar/mr. Y
JieTel mociie IpuemMa HeTUPU3UHA B 103€ 5 MI MakcuMalibHas KOHIEHTPaus (Cax)
B IIa3Me KPOBU JOCTUTAeTCs depe3 | gac u coctaBiseT 275 HI/MIL

IIpu npueme netTnprsnHa B popMe Karenb MaKCHMaTbHbIe KOHIIEHTPAIMH B IUIa3Me

KpOBH HOCTUT'AKOTCA C OoJ1ee BEICOKOH CKOPOCTHBIO.

Pacnpeoenenue

Pacnpenenenue mnocine npuema 10 mMr coctaBmser 35 JNUTPOB y B3POCIHBIX, a
CBSI3BIBAHKE C GEIKAMH IUIA3MbI KpoBH - 93%. V nereit 00beM pacnpejienieHus IOCIIe
IpueMa 5 MI' COCTaBIIsIeT NpuMepHO 17 TuTpoB.

HeznaunuTteabHOE KOJIHYECTBO HETHUPU3KHA BbIACIIKICTCA B I'PYAHOE MOJIOKO.




Memabonusm

V B3pocnbix 60% 1035 BEIBOAUTCS U3 OpraHHU3Ma B HEU3MEHEHHOM BUJIE ITOYKaMHU.
Buigeoenue

ITocne mpuema 10 Mr y B3pocnbIX OOUIMI KIMpPEHC HETHPHU3WHA COCTaBISET
0,60 mu/Mun/kr; nepuop noxyseiBesienus (11,) cocrapisier npumepHo 10 gacos.
[Tpuém HECKONBKUX 103 He H3MeHseT (apMakOKMHETHUecKue mapameTphl. [lpu
npueMe mperiapata B cyrouHoil moze 10 mr B Tedenue 10 mHel KyMyJsiuu
IeTUpU3MHA He HaOJII01aloch.

[Tocie okoHUYaHUS JIEUEHUs] YPOBEHb LIETUPU3MHA B [JIa3Me KPOBH OBICTPO MajfaeT
HIDKE OIpeAeNsieMbIX NpezenoB. 1I0BTOpHBIE ajuieprojorHuyeckue TeCThl MOKHO

BO300HOBHUTH uepe3 3 JHS.

OmoenvHole 2pynnvl NAYUeHmos

Hooicunvie nayuenmei.

VY 16 moXuIIbIX JUI] IPYU OJHOKPATHOM Tpueme npemnapara B goze 10 mr Ty, Obin
BeIlle Ha 50 %, a ckopocTh BbiBeneHus Obuia Hke Ha 40 % Mo cpaBHEHUIO C
KOHTPOJIBHOU TPYIIIIOH.

CHwkeHne KJIHpeHca IeTHUPU3WHA Yy MOXKWIBIX IAIlHeHTOB BEPOSTHO CBA3aHO C

YMCHBIICHUEM (bYHKI_[I/II/I MMO4YCK Y 3TOU Kareropuu namucHTOB.

HHemu:

VY nmereit ot 6 1o 12 et 70% 10361 BBIBOIUTCS U3 OpraHu3Ma B HEM3MEHEHHOM BH/IE
TMOYKAMH.

Ilocne mpwema 5 Mr y pgeTeii oOmui KIMPEHC IETHPU3UHA COCTABIISIET
0,93 mir/Mun/kr.

Ty mereit ot 6 no 12 et cocrasisier 6 4acoB, oT 2 710 6 JeT — 5 4acos.




Iayuenmpl ¢ NOYEUHOT HEOOCMAMOUHOCHIBIO.

V HaIfMeHTOB C MOYeYHON HEI0CTaTOYHOCTHIO JIErKOil CTEIIeHH TsDKeCTH (KITUPeHC
kpearnnura (KK) > 50 MI/MHH) (hapMaKOKHHETHYECKHE IapamMeTphl aHalornHbL
TAKOBBIM Y 3JI0POBBIX JOOPOBOIBIEB C HOPMAIBHOH (QyHKIMEH TOYEK.

YV [al@eHTOB ¢ [MOYedHOH HelOoCTaTOYHOCTRIO cpeiHeil CTENeHH THKECTH
(KK 30 — 49 mn/mun) Tip yUIHHACTCS B 3 paza, a OOIUH KIMPEHC CHIDKACTCS Ha
70 % OTHOCHTEIHHO 3[OPOBBIX JOOPOBOJIBIIEB C HOPMaJIBHOM QyHKIHEH TTOYEK.

VY NaIMeHTOB, HAXOIAMXCS HAa IeMOAMAIN3e (KK < 7 mui/MuH), TIpU OpUEME
npemapara BHyTpb B fo3e 10 mMr 06 KITMPEHC CHIDKAeTCS NPUOIU3UTENIBHO Ha
70 % OTHOCHTEIHHO 3J0POBBIX JOOPOBOJIBIIEB C HOpMaJIbHOH GYHKIHEH MOYCK, &
T1/ YATVHSAETCS B 3 paza.

Memnee 10% LeTHpU3AHA yIaTIAETCA B XO/C CTaHApPTHO IpOoILe/yph! FeMOAAIII3A.

Iayuenmol ¢ neweHouHOT He0OCMAmMOoUHOCHIbIO.

V HalueHToB ¢ XPOHMYECKHMHU 3a001eBaHMAME MCICHH (renaTonesuIoIIPHBIM,
OIECTATHYECKAM 1 GUITHAPHBIM [EPPO30M) IPU OJHOKPATHOM IIPHeMe Mpenapata
B fo3e 10 unu 20 mr Ty, yBemIuBaeTCsa MPUMEPHO Ha 50 %, a KITUPEHC CHIKACTCS
Ha 40 % 1o CpaBHEHHUIO CO 3[I0POBBIMUI CyOBEKTaMHU.

Koppekius 103b He0OXOMMa TOJBKO B Cilydae, ecim y HAleHTa ¢ TIeYeHOYHON

HeJOCTaTOYHOCTBIO UMeeTCs TaK)Ke COIyTCTBYIOMIAasd noyeyHas HeJoCTaTOYHOCTD.

IMokazanus K NIPEMEHEHHIO
ITpyMeHeHye [Ipenapara MoKa3aHo y B3pOC/IbX ’ neTedi ¢ 6 1eT ISt 00JIeTYeHHUS:

- Ha3aJbHBIX W MIA3HBIX CUMIITOMOB KPYIJIOTOAMHOTO (IlepCUCTUPYIOMIETO) 1
Ce30HHOTO  (MHTEPMHUTTHPYIOIIEro) — aJIeprudeckoro  pHHUTA 1%}
AIIePruYecKoro KOHBIOHKTHBMTA: 3yja, HTMXaHbsi, 3aJI0KEHHOCTH HOCA,
PHHOpEH, CIIe30TeUeHH s, THIIePEMUI KOHBIOHKTHBDL,

- CHMIITOMOB XpOHHHGCKOﬁ HI[I/IOHEITI/I‘ICCKOI;‘I KpanuBHHUIBL.




IIporuBonoka3anus

- MOBBIIEHHAS YYBCTBUTENHLHOCTH K LETUPU3UHY, TUAPOKCUZUHY WM APYTUM
IPOM3BOJHBIM TIHIIepa3sHHa, a TakkKe JI00OMY [pYroMy KOMIIOHEHTY
Ipernapara;

- TepMHHAlbHas CTAJIUsS TMOYEYHON HEJOCTATOYHOCTH (KIMPEHC KpeaTHHUHA
< 10 m/MuR);

- Jletckuit Bo3pacT H0 6 IeT (1Is JaHHOH TeKapCcTBeHHON GOpMBL);

- HacnepcrseHHass HEMEPEHOCUMOCTh TIaJlaKTO3bl, HEJOCTATOK JIAKTa3bl HIH

CHUHIPOM [JII0KO30-TaJaKTO3HOU Man5a6cop6u1/m.

C 0CTOpPOKHOCTHIO

- XpoHMYeCKas ITOo4YeYHas HeIOCTaTOYHOCTh (IIpH KIUPEHCe KpeaTHHUHA
> 10 M1 B MUH TpeOyeTCst KOPPEKIUS PeKUMa JO3UPOBaHUS);

- MANMeHTH HOKUIOro Bo3pacTa (Ipy BO3PACTHOM CHIKEHHMH KIIyOOYKOBOWM
buIBpTpaun);

- BIWIENCHA U NAIMEHTH C MIOBHIIIICEHHOMN CyOPOKHON FOTOBHOCTBIO;

- TanMeHTHl ¢ [peApachoyaraloluMU  (aKkTopaMu K 3aJIepKKe MOUH
(cM. paznen «OcoOble yKazaHus»);

- TIpE  OJHOBPEMEHHOM yHOTpeOJeHMH C ajkorojeM (CM. pasfien
«B3anMoeiicTBHE C APYTUMH JIEKAPCTBEHHBIMU CPEICTBAME);

- IEPUOJI IPYTHOIO BCKApMIIMBAHUS;

- 0OepeMeHHOCTb.

IlpuMeHeHHe NPH GePeMEHHOCTH U B IEPHOI TPYTHOI0 BCKAPM/IHBAHUS
bepemennocmo
JlaHHBIE N0 NPUMEHEHHIO [ETHPU3MHA BO BpeMs OEPEMEHHOCTH OIpaHUYCHEI

(300-1000 ucxonos 6epemennoctr). OJHAKO He BBIABIEHO Clly4aeB GOpMUPOBAHIs




[TOPOKOB pAa3BUTHs, SMOPHOHATBHON H HEeOHATANBHON TOKCHYHOCTH C YETKOH
IPUIUHHO-CIEJICTBEHHOH CBA3BIO.

DKCIIepUMEHTAIbHBIE HCCIEI0OBaHMA Ha JKMBOTHBIX HE BBISSBIUIA  KaKMX-THOO
IpAMBIX WIM KOCBEHHBIX —HeOnaromphsTHBIX >(QPexToB IETUPU3MHA HA
pasBUBarolUiicss oA (B TOM HMCIE B [HOCTHATAIBHOM IIEPHOJE), Te4YeHUE
GepeMEeHHOCTH U POJIOB.

[Ipu GepeMeHHOCTH Ha3HAYEHHE HETHPU3MHA BO3MONKHO nociie KOHCYJBTalluu C
BpadoM, B Clydae eciH IpejionaraeMas Ionb3a JUid MaTepu IpeBbIlIaeT

HOTCHHH&JIBHBIﬁ PHUCK 4JId ioaa.

[epuoo 2pyoHO20 8CKAPMAUEAHU

He cliefyeT IPUMEHSATh LETHPH3HH BO BpeMs IPYIHOTO BCKApMJIMBaHUS, T.K.
[[eTHPH3UH SKCKPETUPYETCS C TPYHBIM MOJIOKOM.

B mepuoj TPyJHOTO BCKapMIIMBAHUS NPUMEHAIOT TOCHS KOHCYJIbTAllUU C BpavyoM,
eciId TpejronaraeMas Ions3a [l MaTepy MPeBbIlacT MOTEHLIMATBHBIA PUCK IS

peGeHKa.

DepmunbHOCHb

JlocTyIIHbIe TaHHBle O BIMAHUK Ha GepTHIBHOCTH YesoBeka OrpaHr4eHsl, OJHAKO
OTPHIATENHHOTO BIHSHAS Ha (EPTHIBHOCTE B MCCIIC/IOBAHMIAX Ha JKWBOTHBIX HE
BBISIBIICHO.

[Tepen nprMeHEHHEM Mpenapara, eciit Bri GepeMeHHbI, UK [pejinoaraere, 4To Bor
MOTJIM OBl OBITH OepeMEeHHOM, WIN IIAHUPYeTe GepeMEeHHOCTh, He0O0XO0IUMO

HpOKOHCYJII)TI/IpOBaTBCﬂ C BpadoM.

Crnoco0 npuMeHeHus i A03bl
BuyTps.




[IpuaurMarhs Mpernapar CleayeT Be4YepoM, T.K. CHMIITOMBI CTAHOBATCS Oolee
BEIPOKEHHBIMH BEYEPOM.

IIpenapar 3ﬁp’r€1<® clielyeT MPUMEHATh He Pa3KeBbiBad, pPEKOMEHyeTC sl 3alliBaTh
BOJIOM.

[Ipenapat 3upTek® MOKHO PUHUMATH HE3ABUCKMO OT npuémMa UM,

Bzpocneim

10 mr (1 TabneTka) 1 pa3 B ICHE.

Jlemu

Hemu om 6 0o 12 nem

10 mr (1 Tabnerka) 1 pa3 B ieHb.

IIpOXOKUTENBHOCT JIEUEHHs HE JIOJDKHA TIPCBLIITIATE 4 Henenb.

ANBTEpHATHBHO, 1032  MOXET 6BITH  paslielleHa Ha  JBa  [pyueMa

(1o 1/2 TabneTKu yTpoM U BEYEPOM).

Jlemu cmapute 12 n1em
10 mr (1 Tabnerka) 1 pa3 B ieHb.
Wrora HauambHo# 10361 5 Mr (1/2 TabneTkn) MOKET OBITH JIOCTATOYHO, €CIIH 3TO

[MO3BOJISIET NOCTUYb YILOBHCTBOPI/ITGHBHOFO KOHTPOJIA CUMIITOMOB.

JleTsM ¢ nOYeuHoll HedOCMAamoUHOCHbl0 103y xoppektupytor ¢ yderom KK u

MaccChl TCJId.

OmoenvHbvie 2pynnvl NAYUEeHMO8

Hauueﬂm bl NOHCUNO20 B03pacmda




3-33 BO3MOXHOTO CHYKEHHs (QYHKIMH MOYEK PEeXUM [O3MpOBAHHA npenapara
clefyeT  KOppeKTHpoBaTh  (CM. — moapasyiell «[layuenmol ¢ NOYEUHOU

HedoCmamoYHoCHmbIo) pa3aeia «Crroco6 mpuMeHEHN 1 I035D»)

Iayuenmul ¢ NOYEUHOU HEeOOCmAamo4HOCMbIO

[TockoabKy mpemapar 3upTex® BHIBOAUTCA W3 OPTraHU3Ma B OCHOBHOM noukam (CM.
noapasnen «PapMaKOKUHEMUKA» ), IPA HEBO3MOXKHOCTH anpTEpHATUBHOIO JICUECHUS
nayuenmam ¢ NoYeuHou HedOCmamo4HOCMelo peXxXuM JO3MPOBaHMs Ipenapara
ciIelyeT KOPPeKTUPOBAaTh B 3aBUCUMOCTH OT QyHKIMH TT0YeK (BeTMIMHBI KIUPEHCa

kpeatuauHa KK).

KnupeHnc KpeaTHHHHA (KK) s MyXdYuH MOXHO paccauTars, JCXO/s W3

KOHI[CHTPAIMH CHIBOPOTOYHOTO KpeaTHHUHA, T10 cneqyromieit popmye:

[140 — BospacT (rozp1)] X Macca Tesa (kr)
72 X KKCbIBOpOT (MF/.U\JI)

KK (mn/mMuH) =

KK mua  KeHIIUH MOXHO pPaccuuTarh, YMHOXHB [IOJY4CHHOC 3HAUCHUC Ha

xoaddurment 0,85.

JloznpoBaHue Y B3POCIIbIX OalyeHTOB € OYEYHON HEJIOCTaTOYHOCTHIO

Iloyeunasi HeAOCTATOYHOCTD KK (ma/mun) | Pexxnam 103MpOBAHMS
Hopma > 80 10 mr 1 pa3 B ieHb
Jlerkas 50-79 10 mrl pa3 B fieHb
Cpenusis 30-49 5 mr 1 pa3 B ieHb
Tsoxenas 10-30 5 mr gepes JIeHb
TepMmuHaibHas CTaIHs — NAUCHTD, <10 IpreM Ipernapara
HaxoIAIIHAecs Ha qUaIu3e NPOTHBOIIOKA3aH




c. 10

Ilayuermol ¢ HapyuwieHuem pyHKYUU neveHu

V TalMeHToB C HapyIICHUEM TOJIBKO (yHKIUH TIeUCHH KOPPEKLHH pexuMa
J03UpOBAHMUS He TPeOyeTCs.

V HaIHeHTOB ¢ Hapyuenuem u GyHKyuu newen, u pyHKYyuU noHex, pPEKOMEHIYETCA
KOPPEKIIUS JIO3HPOBAHNA (CM. TaONHLLY BBILIE).

EcJii ocJie JiedeHus yTydiIeHNs He HaCTyTiaet JUTH TIOSIBIISIFOTCS. HOBBIE CUMIITOMEL,
HEOGXOIAMO TIPOKOHCYIETHPOBATECS ¢ BPATOM.

[IpumMeHsiiTe penapat ToAbKO COMIACHO TOMY CII0CO0Y NPUMEHEHU 1 B TEX 1032ax,

KOTOPBIC yKazaHbl B HHCTPYKIMH.

[oGouHoe AeHcTBHE
JlauHble, NOLYYEHHbLE 8 KIUHUYECKUX UCCIE008AHUAX

00630p

Pe3ynbTaThl KIMHAYECKUX ACCIIeIOBaHMi TIPOIEMOHCTPHPOBAIIH, 9TO IPUMEHEHUE
[IeTUPHU3VHA B PEKOMEHIOBaHHbIX n03axX NPUBOJUT K PA3BUTHIO He3HAYUTEIbHBIX
HexenarebHBIX d(GeKToB Ha [[HC, sxmoyas COHJIUBOCTP, YTOMIISIEMOCTD,
rONOBOKpYXeHHe U TOJOBHYIO Gonb. DB HEKOTOphIX  CIIydasdx ObLIa
3aperrCTpUpPOBAHa NapaloKCaIbHAA crumynsiast HHC.

Hecmotps Ha TO, 4TO LCTHPW3HH qRISIETCS  CETeKTHBHBIM  OJIOKAaTOpOM
nepudepruIecKuX H;-peuentopos u IpaKTUIECKU HE OKa3bIBaeT
AHTHXOTMHEPIUUYECKOTO  AeHCTBUL, coOGMmAaNoch O  eIMHAYHBIX  CIydasdx
3aTpy/HEHUS MOYCHCILY CKAHH, HApyIIEHIAX aKKOMO/auu 1 CYyXOCTH BO PTY.
Coo0I1aIoch 0 HapyIIeHMAX QyHKINY TIEICHH, COIIPOBOYK/JATONIMXCS TIOBBIIEHACM
AKTHBHOCTH TEYEHOUIHBIX (EpMEHTOB M yPOBHA GuupyouHa. B OOIBITAHCTBE
cllydaeB HeKeNaTe/lbHble ABJICHUA paspelainchy mocie peKpallenust npueMa

LeTHpu3uHa.




c. 11

Ilepeuenv Hedxcenamenvrbix NOOOUNBIX PeaKyUlL

MmetoTcss faHHBIE, NOIY4YeHHBIE B XO[€ JBOMHBIX CIEIBIX KOHTPOJIHPYEMBIX
KIMHAYECKHMX HCCIIEOBaHMUM, HAlpaBIeHHLIX Ha CpaBHEHHUE LIeTHPHU3UHA U IIanedo
WA IPYTUX aHTUTHCTaMUHHBIX NPEnaparoB, IPUMEHIEMbBIX B PEKOMEHIOBaHHbIX
nozax (10 Mr oauH pas B CyTKH s Hetupusuna) Oonee geM y 3200 nanueHToB, Ha
OCHOBAaHHH KOTOPHIX MOXHO IIPOBECTH JIOCTOBEPHBIM aHAJIU3 JaHHBIX II0
0€30MMacHOCTH.

CornacHo pe3yibTaTaM OOBEIUHEHHOTO aHaj u3a, B IIale00-KOHTPOIUPYEMBIX
UCCIIEOBAaHUAX TPU MPUMEHEHHH IeThpu3uHa B 03¢ 10 MI' OBIIM BBISBICHEI

CICAYIOIHE HEXEIIATCIIbHBIC PCAKIINH C YacTOTOM 1,0% HJIA BBIIIC

He:xenareabHble peakiHi Herupuzun | [laanedo

(trepmunosorus BO3) 10 mr (n = 3061)
(n =3260)

Obwue Hapyuwienus u HapyuleHus. 8 mecme 66e0eHUA

YTOoMIIeMOCTh 1,63% 0,95%

Hapywenusa co cmoponbsl Hepenou cucmemol

I"'onoBokpyxeHue 1,10% 0,98%

I"'omoBHas 60k 7,42% 8,07%

HapymeHu}z CO CMOPOHBL gfceﬂydmmo—xume%oeo

mpakma
bonb B xuBOTE 0,98% 1,08%
Cyxoctb BO pTy 2,09% 0,82%
TomrHoTta 1,07% 1,14%

Hapywenus ncuxuxu

CoHIUBOCTH 9,63% 5,00%




c. 12

Hapywenus co cmopoHvl 0biXxamenvHotll cucmembl,

0p2arH08 2PYOHOU KIEMKU U CPeOOCmEHUsL

dapuHTUT 1,29% 1,34%

Xo0Ts 4acToTa CIy4aeB COHJIMBOCTH B IPYIIIIE IETUPH3KHA ObLiIa BEIIIE, YeM TaKOBas
B rpyne mnanedo, B OOJBIIMHCTBE CIydaeB 3TO HEXEIATENLHOE SBICHHUE OBLIO
JIETKOH WMJIM yMEPEHHOM cTeneHy TspKecTH. [Ipu 00peKTHBHOM OIleHKe, IIPOBOAMMOMN
B paMKax JAPYyTrdX HCCIEe0BaHUN, OBUIO TOATBEPKACHO, YTO IpPHMEHEHHE
HETHPU3HHA B PEKOMEHJOBAaHHOW CyTOYHOM 03¢ y 3JO0POBBIX MOJIOIBIX

,IIO6pOBOJ'H>HeB HC BJIMSICT HA UX MMOBCCTHCBHYIO aKTHBHOCTD.

CTH
B HJIaIIe60~KOHTpOJII/Ipy€MBIX HCCIICIOBAHUAX, ¥V JIETEN B BO3pacTe OT 6 MECAIECB 0

12 neT OpINM BBISBICHBI CIIETYIOUIHE HEXETaTeIbHBIE PEAKIUKU ¢ 4acTOToH 1% u

BBIIIIE:
He:xenaTeapHble peakuun Herupusun | Ilnanedo
(TepmunoJiorus BO3) (n =1656) (n=1294)

Hapywenus co  cmoponwr  diceny0ouno-kumieyHozo

mpaxkma

Huapes 1,0% 0,6%

Hapywenus ncuxuxu

Connusocts 1,8% 1,4%

Hapywenus co cmoponwvl dvixamenvroii cucmemai,

Op2an0e 2pyOHOU KIemKU U CPe0oCmeHUs

Punur 1,4% 1,1%

Obwue napywenusn u Hapyuwenus 6 mecme 66e0eHUs

YromusiemocTs 1,0% 0,3%
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Onovim NOCMpe2uUCmpayuOHH0O20 NPUMEHEHUS

IToMyMO HEXENaTeNbHBIX SBIIEHWH, BbISBIECHHBIX B XOJ€ KJIMHHYECKHX
HCCIICTOBAHUH U OIIMCAHHBIX BBIIIIE, B PAMKAX MIOCTPETUCTPAIMOHHOTO ﬁpHMeHeHHﬁ
npernapara HabIIOJaNHCh CIeMYIONIUe He)KelaTelbHbIe PEaKIIU.

HesxenarenpHble sBI€HHA NPECTaBIeHB HIDKE MO KJIACCAM CHCTEMBI OpPTaHOB
MedDRA u 9acToTe pa3BUTHs, Ha OCHOBAHMH IAHHBIX [OCTPETUCTPALOHHOIO

IIpUMCHCHHUA IIpeIlapara.

HacroTra pasBUTHS HEXENATENbHbIX SBICHHUH OIIpeIe/sIach ClieyIOIUM 00pa3oM:
ouenb 4vacto (=/10), gacto (/100, <1/10), Heuacto (=1/1000, <1/100), peako
(= 1/10000, <1/1000), ouens penxo (<1/10000), uacrora HemsBecTHa (W3-32

HCJOCTATOYHOCTH ,Z{aHHBIX).

HGDVWQHM}Z CO CMOPOHBL KPOBU U JZLIJVld)CZWlM’%@CKOZZ cucmembl.

Ouens pedxo: TPOMOOIUTOIEHHS

Hapywenus co emoponsr ummyHHOU cucmemol:

Peoxo: peakiiuu THIIEPYYBCTBATEIHLHOCTH

Ouenw pedko: aHaGUIAKTHUECKUHN IIOK

Hapvmenuﬂ CO CMOpPOHbI obmena eeulecmes U numaruA.

YHacmoma neuzeéecmua: TOBBIIIEHUE afreTuTa

H(JDVWBH UA NCUXUKU.

Heuacmo: Bo36yx1enme

Pedko: arpeccusi, CIlyTaHHOCTH CO3HAHMS, JAEIPECCHs, FJLTIOINHAIIHN
Ouenv pedko: THK
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Yacmoma HeusgecmHa: CyWLIUIaNbHBle WJeH, HapylleHHs CHa (BKIOYas

KOLIMApHbIe CHOBHJIEHUS])

Hapyuienusa co cmopoHbl H€D8H07/lv CUcmemMbvl

Heuacmo: napecre3uu
Peoxo: cygoporu
Ouenwb pedko: U3BpAIlleHre BKyca, JUCKUHE3Hs, IUCTOHKS, 0OMOPOK, TPEMOp

Yacmoma HeuszeecmHa. HapylmeHue naMsATd, B TOM YHUCJIC aMHC3H A, ryxora

Hapyuienusa co cmopoHsl Op2ana 3peHis

QOuenob pe()Koz HapyIICeHHE aKKOMOJAITUK, HEICTKOCTE 3pCHUA, HHCTAarM

Yacmoma HeuzgecmHa: BaCKyJIAT

Hapvmeﬁuﬂ CO CIMOPOHbL OP2aHO8 CaVXA U JlCl6uDuHWlel€ HAPVYUIEHUA

Yacmoma HeuzgecmHua. BEPTUTO

HCZDVWBHM/CL CO CMOPOHbl cepdua

Peoko: Taxuxapaus

Hapvmenu}z CO CMOpOHbl WC@ﬂV@OHHO-KMW@HHOZO mpaxkma

Heuacmo: nnapest

HCIZ?VW@HM}Z CO CIOPOHbI NEYEHU U ofceﬂqeebzeodﬂmux nponioxKos

Peoxo: TedeHOUHAas HENOCTATOYHOCTH C HM3MEHeHHeM  (YHKIMOHAIBHBIX
TeYeHOYHBIX P00 (MOBbIEHNe AKTHBHOCTH TPAHCAMHIHA3, Ie04HOH docdarassl,
ramMMa-riryTamuinTpancdepassl 1 ounupyouHa)

HYacmoma neuzsecmmua: TENATAT

Hapyuenus co cmopoHnbl Kodicu 1 ROOKONCHbIX MKAHell
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Heuacmo: cbiib, 3y
Peoro: kpanvuBHHULIA
Ouetb pe0Ko: aHTHOHEBPOTHIECKHH OTeK, CTOMKAs JTeKapCTBEHHAS dpHTEMa

Yacmoma neuzsecmua: OCTpBIf/'I FeHepaJIHBOBaHHBIﬁ HK3aHTEMATO3HEIN ITyCcTylJies

Hapywenus co CHIOPOHbL NOYeK U MO‘lGGbl@O@ﬂWux nvmeﬁ

Ouenv pedko: TU3YpHs, SHYPE3

?Iacmoma HeuzsecmHa. 3alepXKKa MOUH

Hapvmeﬂuﬂ CO CMOPOHbL _CKEIEMHO-MbIUEYHOU CUCEMbl U COCOUHUMENILHOU

MKAaHu.

HYacmoma neuzeecmma: apTpalrusa

Obwue paccmpoiicmea

Heuacmo: aCTCHUA, HCOJOMOTI'aHUe

Peoko: nepudepudeckre oTekn

Brusnuue na pe3Vibmanbl ﬂa6ODam0DHblx U UHCIMPDYMEHMAJIbHBIX UCCIIE008AHU

Peoxo. noselerne MacCcChI TeJ1a

Onucanue OMOENbHBIX HENCENAMENbHBIX peakuuﬁ

Iocne npekparenus nMpUMeHEeHNs LETHPU3MHA ObLTM OTMEYeHB! CIIy4aH 3yja, (B

TOM YHCJie UHTCHCHUBHOI'O 3y;1a) H/vIu KpalluBHHUILIEI.

Ecnu y Bac ormevarorest o6ounsle 3¢ heKTsl, yka3aHHbIEe B WHCTPYKIIMY WA OHH

yeyrybmsiores, unu Bel 3ametnnm moOsle apyrue nmo6GouHsle 3(GeKTsl He

yKa3aHHBIE B MHCTPYKLHUHU, COOOIINTE 00 3TOM Bpauy.
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Ilepeno3supoBka

Cumnmomul, HaOIIOAAEMBIE TIOCIE SIBHOM NEPeNO3UPOBKU TIpenaparhl, BIUIA Ha
IEHTPAJIHYIO HEPBHYIO CHCTEeMYy HMIHd OBUIM CBS3aHBI C  BO3MOXKHBIM
aHTUXONMHEPIuIecKuM 3¢ dekToM. CHUMITOMBI, KOTOPblE HAOIIOJAINCH IIOCIE
[IpYeMa II0 MEHBIIEH Mepe MATUKPATHOTO KOJIHYEeCTBa PEKOMEHIYEMOM CyTOYHOM
JI03BI, BKIIIOYAJIM CJeayloliee: CIyTaHHOCTh CO3HAHUS, JHApes, YTOMIIIEMOCTE,
ronoBHas 0011k, HEIOMOTraHKe, MUJIPHA3, 3yI, 0ECIIOKONUCTBO, CeaTHBHEIN > deKT,

COHIIMBOCTD, CTYIIOP, TaXUKapaus, TPEMOP, 3a/1CP>KKa MOYH.

Jlewenue:

Crenuduieckoro aHTUA0TA HET.

B  cimydae  mepeno3UpOBKM  PEKOMEHAYETCS  CHMIITOMATHYECKOE  WIIH
nmojfepkuBaromiee  yedende.  IlpoMbiBaHme — Kenmynka — W/WIM  IPHEM
aKTHBUPOBAHHOIO YIJIA MOXET OBITh 3(QQEKTUBHBIM, €CIH IepeIo3upOBKa

npousonijia HEJaBHO. LIGTI/IpI/ISI/IH HaCTUYIHO BBIBOAUTCA IIPU JUATH3EC.

B3zaumopeiicTBHe ¢ IpyruMH J1eKapCTBEHHBIMH CPEACTBAMH

OnHoBpeMeHHOE IPUMEHEHHUE C a3UTPOMHUIIMHOM, [[HIMETHANHOM, SPUTPOMULIAHOM,
KETOKOHA30JIOM WM MCeBAO3(DEeNpUHOM He BIUSET Ha (DapMaKOKMHETHYECKHE
napaMmeTpsl — LerthpusuHa.  DapMakOKWHETHYECKHX  B3aWMOJCHCTBHE  He
Habmoganock. COTacHO UCHBITAHUSM i1 Vilro, UETAPU3MH He BimsgeT Ha 3(QeKT
CBsI3BIBaHMS Oenka BaphapuHa.

OnHOBpeMeHHbBIM  NIpHeM  a3UTPOMUIIMHA, OPUTPOMHIMHA, KETOKOHA307]a,
TeopuIMHA W TceBHoddepuHa He BBISBHI CYIIECTBEHHBIX M3MEHEHHH B
KIIMHUYECKUX JIAOOPATOPHBIX MOKA3aTeNsIX, )KU3HEHHO BOKHBIX GyHKiusax u DK
B uccnenoBannu ¢ oxHOBpeMeHHBIM npueMoM teoduiuHa (400 Mr B eHB) H
netupusuHa (20 Mr B IeHb) Ob1I0 O0HAPYKEHO HE3HAYUTENLHOE, HO CTATUCTUYECKU

noctosepHoe noBelenue 24-uacopo AUC (mnomaau moz kpusoit) Ha 19% ms
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uernpusuHa U Ha 11% nna Teopummmua. KpoMe TOro, MakcHMaTbHBIE YPOBHH B
[171a3M€ KPOBU YBETUIUNUCE 10 7,7% 1 6,4% COOTBETCTBEHHO JJIsI [IETUPU3HHA U
TeoduiMHa. OMHOBPEMEHHO KIMPEHC LeTHPU3HHA YMEHBIIHIICS Ha -16%, a Taxxe
Ha - 10% B ciyqae Teopununa, Koraa NeTHPU3HH IPHHUMAIIH [IALIMEHTHI, KOTOPEIE
paHee Ioyyany jiedeHrne TeopuHoM. TeM He MeHee, TIpeIBapUTEeNIBHOE JIeUeH e
[ETUPU3HUHOM HE OKa3alo CYMIECTBEHHOI'O BIHSIHUS Ha (apMaKOKHMHETHYECKHUE
apaMeTpsl TeOQUIIINHA.

Iocne onHokpatHOTO MpHeMa HetupusmHa B 03¢ 10 Mr sddekT ankoroms (0,8 %o)
3HAYUTCIIBHO HE YCUJIMBAJICS, CTATUCTHYECKH 3HAUMMOE B3aUMONEHCTBHE C 5 MT
Auasenama ObUIO JOKa3aHO B OJHOM U3 16 IICHXOMETPHYECKHX TECTOB.
OnxoBpeMennbldf mpueM 10 MI UETHpH3MHA B [JEHB C [IHMH3HIOM IpUBEN K
HE3HAYUTENbHOMY CHIDKGHHIO ITOKasaTened INIFOKO3Bl. IJTOT 3(G(eKT He HMeer
KIIMHAYECKOro 3HaueHus. TeM He MeHee, PEKOMEHIYeTCs paslelbHBIH IpUeM -

TIIHIHA3KAA YTPOM H LCTUPU3UH BEUCPOM.

Crenens BcacblBaHMs LIETHPH3MHA HE CHUKAETCH OpH OJHOBPEMEHHOM IpHEMe
HUITH, XOTsI BCAChIBaHHE 3aMe IseTcd Ha 1 Jac.

B nccnenoBannu ¢ MHOroKpaTHBIM npueMoM puronasupa (600 Mr xBa pasa B 1eHb)
U netupusuHa (10 Mr B JIeHB) CTENEHb 3KCIIO3UITHH LETUPU3MHA ObLIa yBellnueHa
pumepao Ha 40%, B TO BpeMs KakK 3KCIIO3WIIHS pUTOHABUpa HE3HAYUTEILHO
n3MeHunach (-11%) BenencTBre COMyTCTBYIOMETO [IpueMa [EeTUPU3HHA.

Ecmn Brr  npumensere BBIIICHICPEUHUCIICHHbIE WM JpyTUe JIeKapCTBEHHBIE
npenapatel (B TOM uHCIe Oe3pelenTypHbIe) nepes MPUMEHEHHEM Ipenapara

3upTex® IPOKOHCYIBTHPYHTECH C BpadoM.

OcoGrie ykazanns
Y NalueHTOB ¢ MOBPEeXIEHHEM CIIMHHOTO MO3Ta, THIIEepIIIa3yuell IpeacTaTelbHOMN

KEJIE3BI, a TakKe NPU HAIIMYAN IPYTHX MpepaciioNaraonmx GakTopos K 3a[epiKKe
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MOUM, TpebyeTcss coOOMIOJeHAe OCTOPOXXHOCTH, TaK Kak MCTUPH3HH MOXCT
yBEINIUBATH PUCK 3aJISPIKKH MOUH.

V [anMeHTOB C MOYEYHON HEeJOCTATOYHOCTHIO PeXUM [O3MPOBaHMsA MpeHapara
crieyeT KOPPeKTHPOoBaTh (CM. pasziel «Cr10co6 IIpUMeHEHUS 1 I035D»).

3-32 BO3MOXKHOTO CHIDKEHMST QyHKIUM IIOYEK y MAlUeHTOB MMOKHUIOTo BO3pacTa
peXHM [03UPOBAHMS TpeTIapara CJelyeT KOppeKTHpOBATh (cm. pazmen «Crocob
IPMMEHCHHS U JIO3b»).

PeKOMEHIOBAHO COONMIOAATh OCTOPOXKHOCTL TpPH INPHUMEHEHHH LETHPHU3HMHA
OJIHOBPEMEHHO C aJIKOroJleM, TaK Kak [eTHPU3UH MOKET IPUBECTH K [IOBBIIIICHHON
COHJIMBOCTH.

OCTOPOXHOCTH ClIe[yeT COOoAaTh y MNalUueHTOB C STIJIETICHEN W TOBBIIIEHHON
CyZIOpPOYKHOM TOTOBHOCTBIO.

Tlepesl Ha3HAueHWEM aJLIEPrONOTHYECKMX IPOO PEKOMEHIOBaH TpeXIHEBHBIN
«OTMBIBOYHBIN» [IepHOJ] BBMAY TOro, uro Onokaropsl H;-rHCTaMMHOBBIX
PeIEeNTOPOB HHIHOUPYIOT Pa3BUTHE KOXKHBIX aJUIEPIHICCKIX peaKIui.

IlerrpusuH B TableTKaX, IOKPBITHIX I[UICHOYHOH 000JIOUKOM, HE [IOJDKEH
HasHA4YaThCA IMAIMEHTaM C HACJeJCTBEHHONW HEMEePEeHOCHMOCTRIO TaJlaKTO3bI,

HegocTaTKe JaxTa3bl Uid CAHAPOME FJIIOKOBO-FaHaKTOSHOﬁ Manba6cop6um/1.

Tlocne mpeKpallieHWs OPUMEHEHMs LETUPU3MHA MOXCT MOABUTBCA 3YA u/vunu
KpAITMBHALA, AK€ €CIU STH CHMITOMBI OTCYTCTBOBAIM B HAa9alle JICICHHMA. B
HEKOTOPBIX CIydYasX CHMIITOMBI MOTYT OBITH MHTEHCHBHBIMH H TpeOoBaThH
BO30OHOBJICHAS nprema HeTupusnHa. CHMITOMBI MCUE3A0T IIPH BO300HOBIICHAU

npueMa neTupHu3nHa.

eTH
UetnpusuH B TabneTKax MOKPBITHIX IICHOYHOH 000710YKOH, TPOTUBOIOKA3aH

HETAM 10 6 JieT, IIOCKOJIbKY JaHHasid JICKapCTBCHHAA (bopMa HC MO3BOJIICT
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ACIONB30BaTh OAXOMAIIYIO JO3MPOBKY JNs OTOH BO3pPAaCTHOM  I'PYTIIIHL
PeKOMEHAYETCSl HCIIONb30BATh IeJUaTPUIECKYIO JICKapCTBEHHYTO dbopmy (kammu
714 IIprieMa BHYTPb).

BHAMATENBHO IPOYTHTE HHCTPYKIHMIO Mepefl TeM, Kak HavdaTh MPHMEHCHHC
npenapara. CoxpaHuTe HHCTPYKIIHIO, OHa MOXET noHao6uThcs BHOBE. Ecnu y Bac
BO3HWKJIH BOTIPOCHI, 06paTuTech K Bpady. JIeKapCTBEHHOE CPeICTBO, KOTOPHIM Ber
JleYrTech MpelHa3HaueHo IMIHO BaMm, 1 ero He criellyeT nepeaasarh IPyruM JiniaM,
IOCKOJIBKY OHO MOKET IPUYUHUTE UM BPe Jaxe NMPH HATNIHH TeX Ke CUMITOMOB,

yro u 'y Bac.

Bausgaue Ha CIIOCOOHOCTH YHOpaBjiafaTh TPaHCHOPTHBIMH cpeacTBaMH,
MEXaHHU3MaMHU

HGTI/IPI/IBI/IH MOJKET HIpHBECTH K [OBBLIIIEHHONW COHJIMNBOCTH, CJIC€IOBATEIILHO,
mpenapar 3HpTeK® MOXeET OKa3bIBaTh BIMAIHHC Ha CIIOCOOHOCTh yHIpaBiiaTh

TpaHCIOPTHBIMH cpeacrBami, MEXaHU3MaMHU.

®opMma BbINYCKA

Tabnemxu noxpeimuie naenounot obonouxot 10 me. Ilo 7 umm 10 TabneTox B
KOHTYPHYIO S4eifiKoBy0 yraKkoBKy (Gmuctep) [TIBX / dosbra amoMAHHEBAs |.

To 1 Gucrepy (o 7 wiu 10 TabneTok), 2 unu 3 baucrepa (o 10 TabneTox) BMeCTe

C MHCTPYKIFEH [0 IPIMEHEHHIO [IOMEIIAIOT B KAPTOHHYIO IAUKy.
VYcioBus XpaHeHust
ITpu Temneparype He Bbinte 30 °C.

XpaHI/ITB B HEAOCTYITHOM IJIs HeTeﬁ MECTC.

Cpok rognocru

5 ner
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He OpUHUMAaTE mOCcie pcTedeHUs CPOKa rOqHOCTH.

Yenopus OTIyCKa

Ortnyckaror Ges peLenTa.

Baagenen PY u npon3BoIHTeb

FOCB ®apumm C.A., IIpombiiiiennas 3oxa [Inanmy, [HIMen fe Kpya bnanm 10,

CH-1630, Bymne, I1Iseinapus

Brinyckarommuii KOHTPOJIb Ka4ecTsa

Diicuka ®apmacerotuxans C.p.i., Bua [Tpanss 15, 10044, Ilsguaema, Hranmus

Bonpockl 1 npeTeH3uH NOoTpeduTe el HANPAaBJIATH MO aapecy:
Mocksa, 105082, IlepeBeneroBeKHit nep., A.13, cTp. 21.

Ten.: (495) 644-3322;

daxc: (495) 644-3329.

Memnemxkep mo perucTpalnuu

000 «IOCBh Dapmay




