JITT 002216-210318

MUWHUCTEPCTBO 3/IPABOOXPAHEHMS POCCUMCKOU ®EIEPALIU

WHCTPVYKILIUA
110 MEIMIIUHCKOMY ITPUMEHEHHIO JIEKAPCTBEHHOT O IIpernapara

3omax® Ixenpece

Perncrpanuonnsiii Homep: JII11-002216

Toprosoe HaumMeHOBaHHeE: 3omak”® Dkcmnpecc

MexkayHapoaHOe HeMATEHTOBAHHOe HAHMEHOBAHHE: JIEBOLIETUPU3HUH

JlekapcTBeHHasi popma: TabIeTKH, HOKPHITHIE IUIEHOUYHONU 000I0UKOH

Cocras

B 1 tabnerke conepxurcs:

Axmuenoe sewyecmeo. NeBOLETHPU3UHA TUTUAPOXIOpHL - 5,00 mr.

Bcnomozamenvhvie sewecmea: A0po: JIAKTO3bI MOHOTHpAT, 1eJUTION03a
MHUKPOKpUCTAJUIMYECKast, KapOOKCHMETHIIKpaxMajl HaTpus, KPEeMHHs JIMOKCHJ KOJUIOMIHBIH,
MarHus creapar; nieHoynas obonoyka: runpomesuiosa 2910/5, maxporoun - 6000, Tanek, THTaHA
muoxenn E171.

Onucanune

IIpomonroBareie ABOSKOBBIMYKJIbIE TaOJIETKH, MOKPBITHIE IUIEHOYHOH 000J04YKOH, Oenoro uimm
noyTH 0esIoro 1BeTa, ¢ TPaBHPOBKOU «€» Ha OJJHON CTOPOHE.

dapmakoTepaneBTHYECKAS IPYIIIA

[TpotuBoannepruyeckoe cpecTBo — Hj-rucTaMMHOBBIX perenTopoB 0J0KaTop.

Kon ATX: RO6AEQ9

®apMaKoJI0rHYecKHe CBOHCTBA

DapmaxkoounHamuka

JleBouleTHPU3UH — aKTUBHOE BEIIECTBO Mpenapara — 370 R-aHaHTHOMEp LeTUpU3HUHA, MOILHBINA U
CEJIEKTUBHBIA aHTArOHUCT TUCTaMUHA, OJIOKUPYIOMUK H-rucTaMuHOBBIE PELEITOPHI.
JleBOLUETHPU3UH OKa3bIBaeT BIIMSHHE HA T'MCTAMHHO3aBUCHMYIO CTAHIO aUIEPrHYECKUX
peaxiuii, a Tak)ke YMEHbIIIAeT MUTPAIMIO 303UHO(PHUIIOB, YMEHBIIIAET MPOHUIIAEMOCTh COCY/IOB,
OrpaHUYMBAET BHICBOOOK/IEHHE MEIMATOPOB BOCTIAJICHUSI.

JleBoueTHpU3UH MpeayNpekaaeT pa3BUTHE M OOJeryaer TEYCHHE AJUIEPTUYECKHX pEaKIuH,
o0nasaeT MpOTHUBO3KCCYAATHBHBIM, NMPOTUBO3YAHBIM JIEHCTBHEM, NMPAKTHYECKH HE OKA3bIBACT

AHTUXOJIMHEPIrUH4YE€CKOIro W aHTHUCECPOTOHHUHOBOTO neictBus. B TEPANICBTHYCCKUX J103aX
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IPAaKTUYECKH HE OKa3bIBAET CEaTUBHOIO ¢ dexTa.

[locne mpuema BHYTph HNPOTHBOAIEPIHYECKOE IEHCTBUE JIEBOIETUPH3MHA MPOJOIIKAECTCS B
TedyeHue 24 4acos.

DapmakoKkunHemuka

®dapmMakOKHHETHYECKHE TapaMeTphl JIEBOIIETUPU3HMHA U3MEHSIIOTCS IMHEHHO U MPAKTHYECKH He
OTJIHYAIOTCS OT (papMaKOKHHETUKHU LIETUPHU3HHA.

Bcacvisanue

[Tocne mpuema BHyTpp mnpenapar ObICTPO M HOJHOCTBIO abCOpPOMpyeTcs M3 IKeIyJO04YHO-
KUIIEYHOro TpakTa. [lpwemM nuimu He BiIuseT Ha NOJHOTY abcopOLuHU, XOTS CKOPOCTH €€
YMEHBIIAETCs. Y B3pOCIIBIX MOCIIE OJIHOKPATHOTO IIpUEMa Ipernapara B TepaneBTH4ecKoi 03¢ (5
Mr) MakcuMalibHast KoHIeHTpanus (Cpax) B I1a3Me KpoBH jocturaercs yepes 0,9 4 u cocraBiser
270 Hr/mi, nocie MOBTOPHOro mpueMa B n03e S5 Mr - 308 Hr/mi. PaBHOBecHass KOHIIEHTpALUs
JIOCTUTAETCs uepe3 2 CYyTOK.

Pacnpeoenenue

JleBouerupusun Ha 90 % csa3biBaeTcs ¢ Oenkamu miuasmsl kpoBu. O6beM pacnpeznenenus (Vq)
cocraniset 0,4 n/kr. buonoctynuocts gocturaet 100 %.

Memabonusm

B neGonpmux konmuecTBax (< 14%) neBoueTupusuH MeTaboIM3upyeTcst B opranusme myrem N-
U O-peankuiMpoBaHus (B OTIIMYHE OT JAPYIMX aHTaroHUCTOB H1-THCTaMHUHOBBIX pPELENTOPOB,
KOTOpblE MeTabOIM3UPYIOTCS B IEUEHH C MOMOIIBIO CHCTEMBI LIUTOXPOMOB) ¢ 00pa3oBaHHEM
(hapMakoJIOrHYeckl HEAKTHBHOTO METa00 IHTA.

W3-3a He3HauuTenpbHOro Merabonm3mMa M OTCYTCTBHS — METa0OJMYECKOro MOTEHIHalIa
B3aHMO/ICHCTBHE JICBOLIETUPU3HMHA C JIDYTHMHU JICKAPCTBEHHBIMHU IIpenapaTaMM Ipe/ICTaBIsAeTCs
MaJIOBEPOSITHBIM.

Buvigeoenue

VY B3pocasix nepuo noiysbiBeneHus (T),) cocraBnser 7,9 £ 1,9 u; y manenskux gereit T,
yKopoueH. Y B3pocibix obmwmit kimupeHc cocrasisier 0,63 miu/mun/kr. Oxono 85,4 % npuHsTOM
J103Bl TIpenapara BbIBOJIUTCS NTOYKAMH B HEU3MEHEHHOM BHUJIE MMyTeM KIyOO4YKOBOH (HIbTpaluu
¥ KaHAJIBLEBON cekperun; 0koiio 12,9 % - yepe3 KuIIeyHHK.

DapMaKoOKuHemuKa y ocooslx 2pynn nayueHmos

Iayuenmoi ¢ noyeynoi HeOOCMamMoyHoOCMvIo

VY naumeHToB ¢ MOYe4yHOH HepocraTouHocThio (KmpeHc kpeatuHuHa (KK) < 40 mu/mumn)
KJIMpEHC Ipenapara yMmeHbinaercs, a T, yminmHsercs (Tak, y OOJBHBIX, HaXOJISIIMXCS Ha
reMoauanuie, oOmui kiMpeHc cHuwkaercss Ha 80 %), 4yro TpebyeT COOTBETCTBYIOLIETO

M3MEHEeHHsl pexuma jgo3upoBanusi. Menee 10 % neBouerwpu3uMHa yaanseTcss B XOje
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CTaHJapTHOH 4-4acoBOM MpOLEyphl T€eMOHAIN3A.

Jlemu

JlanHble 1o uccne0BaHuIO (papMakOKMHETHKHU npenapara y 14 nereit B Bo3pacte ot 6 10 11 ner
¢ Maccoii tena ot 20 1o 40 Kr npu nepopaibHOM IpHEME OJHOKPATHO 5 MI JIEBOLIETHPH3UHA
nokasanu, 4ro nokaszaread Cmax u miomans nox kpuBoid (AUC) mpumepHO B aBa pasa
NPEBBIIAIOT AHAJIOTMYHBIE IOKA3aTEed Yy B3POCIBIX 3J0POBBIX JIOACH NpPU IEPEKPECTHOM
koHTposie. Cpenuuii mokasatenb Cmax coctaBus 450 HI/MJI, MakCHMajlbHas KOHIICHTpAIHs
JIOCTHTaJIach B cpefHeM dYepe3 1,2 vaca, oOmuii KIMpeHe ¢ ydyeToM Macchl Tena Obut Ha 30%
BBIIIIE, @ IEPUOJ] NTOJTYBBIBECHUS Ha 24% Kopoue y JieTeil, 4eM COOTBETCTBYIOLIHE MIOKa3aTeI! y
B3poCIbIX. PeTpocneKkTuBHbIN (apMaKOKHHETHYECKUH aHaiu3 npoBeleH y 324 mauueHToB (Y
nereit B Bozpacte ot 1 10 11 et u B3pocibix B Bo3pacte oT 18 10 55 neT), noayyaBmmx OgHY
WM HECKOJIBKO 03 JieBoneTupuszuHa ot 1,25 mr npo 30 mr. /lanHble, moy4eHHbIE B XOJ€
aHalM3a, MOKas3ajld, 4TO NpUeM npenapata B ao3e 1,25 Mr y jgereil B Bo3pacte A0 S5 JeT
IIPUBOJIMT K KOHIICHTPALMH B IJIa3Me, COOTBETCTBYIOIIEH TAKOBOH Yy B3pOCIIBIX IIPU NpUEME 5 MI
npernapara OJMH pa3 B CyTKH.

Tooicunvie nayuenmuol

JlanHble 10 (apMaKOKHHETHKE Y MOXHIIBIX NMAIMEHTOB orpaHuveHbl. [Ipu moBTOpHOM mpueme
30 Mr JIeBOLIETUPHU3HHA OJIMH pa3 B CYTKU B TeUEHHUE 6 JIHEH Y MOMKHIIBIX MAIHEHTOB (BO3PacT OT
65 1o 74 ner) oOmmii kupeHe ObUT TpUOIH3UTETBHO HA 33% HUXKeE, YeM TaKOBOW Y B3POCIIBIX
Hostee MoI10/10T0 BO3pacTa. beuIo mokas3aHo, 4yTo pacnpezielieHHe panemMara HeTHpU3uHa 0oJibie
3aBUCUT OT (YHKIMM IOYEK, YeM OT BO3pacTa. OTO YTBEPXKJEHHE TaKXkKe MOXeT OBbITh
IPUMEHHUMO U K JIEBOLIETHPHU3MHY, TaK Kak o0a mpenapara W JIEBOLETHPH3WH, W LETHPU3UH
BBIBOZATCA INPEUMYIIECTBEHHO ¢ Mo4oi. [losroMy, y DOXWIBIX NalMEHTOB 032

JIEBOLCTUPHU3HHA NOJDKHA OBITH CKOPPEKTHPOBaHa B 3aBUCUMOCTH OT Q)yHKL[I/IH ITOYCK.

IlokazaHusi K NPHMeHEHHIO

e JleyeHHne  CUMNITOMOB  KpPYIJIOTOJMYHOrO  (TIEPCUCTHPYIOIIET0) W CE30HHOIO
(MHTEpMHUTTHPYIOIIEr0) AaUIEPrHYECKUX pPHUHHTOB M a/UIEPIrHYECKOr0 KOHBIOHKTHUBHTA,
TaKMX KakK 3yJ, YMXaHHe, 3aJI0)KEHHOCTb HOCA, PHHOpEs, CIE30TEUYCHUE, THIIECPEMHMS
KOHBIOHKTHUBBI;

® [IOJUIMHO3 (CEeHHas JIMXOpasKa);

e KpanMBHHMLA (B TOM 4YHCJIE XPOHMYECKas MIMONIATHYECKasi KPAIMBHUIIA);

¢ JIpyru€ aJuICPprudeCcKue A€pMaTo3bl, COMPOBOKIAOIINAECSA KOXXHBIM 3y/IOM H BBICBIITAHUSAMU.

IIporuBonokazanus
e [ UNepuyBCTBUTEILHOCTh K JIEBOLETHPH3MHY, LETHPH3HHY, THUIAPOKCH3UHY, H JPYTHM
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IIPOM3BOIHBIM IMHIIEPa3HHA WK K JTIFOOOMY M3 BCIIOMOTaTeIbHbIX KOMIIOHEHTOB IIpenapara;
e TepMHHAJIbHAA cTaaus noyeuHoi HepocrarouHocTH (KK menee 10 mu/mMun);
e BO3pacT J10 6 JeT ([U1s1 JaHHOM JIEKapCTBEHHOH (POpMBI);
® BpOXJEHHAs HENEPEeHOCHMOCTh TalaKTo3bl, ACQUIMT JaKTa3bl MM ManbabcopOrus

T'IFOKO3bI - TaJIaKTO3bI (n3-3a COZCPIKaHUs B IIpe€riapaTe JIaKT03I:-I).

C 0cTOPOKHOCTHIO

e XpoHHYECKas MOYEeYHasi HEAOCTATOYHOCTD (TpebyeTcs KOPPEKIHs peKuMa J03UPOBaHUs);

® Yy MAaIMEeHTOB TOXWJIOrO Bo3pacta (IIPU BO3PACTHOM CHHMIKEHMHM CKOPOCTH KIyOOUKOBOM
(bunbTpanun);

e Yy MAMEHTOB C IMpeJpacroiaraloiMu (GakTopaMd K 3a7ep)KKe MOYU (TIOBPEKICHUS
CIIMHHOTO MO3T'a, THIIEPILIa3Hs MpeICTaTeIbHOM JKeJe3bl U Jp.);

e XxpoHHYeckwe 3a0oyieBaHMS TI€YeHH (rernaToLEeUTIOSPHBIA, XOJIECTATUYECKHH WU
OunMapHbIi IUPPO3 TNedeHH) (KOpPpeKIMs 1036l TpeOyeTcss TOJBKO NMPH COMYTCTBYIOIIEM
CHHI)KEHHH CKOPOCTH KJIyOOUKOBOH (DHIIbTpALIUK);

e OJIHOBPEMEHHBIH mIpHeM ¢ ankorojeM (cM. pasgen «BzaumojelcTBHe ¢ IpYyrUMHU
JIEKapCTBEHHBIMU CPEICTBAMMY);

e 1pu OEPEMEHHOCTH U B NIEPUOJ] IPYTHOIO BCKAPMJIUBAHUSI.

IIpuMeHeHne Npu GepeMEHHOCTH M B MIEPHO/ I'PYAHOI0 BCKAaPMJIMBAHHSA

bepemennocmo

JlaHHBIE 110 TPUMEHEHUIO JIEBOIETUPH3UHA BO BpeMsl OEPEMEHHOCTH MPAKTUYECKH OTCYTCTBYIOT
umu orpanuyeHsl (MeHee 300 ucxonoB OepemeHHocrteit). OnHAaKO, MPUMEHEHUE LIETUPHU3HHA,
paliemara JeBOIeTHpU3MHA, Npu OepemenHocTH (Oonee 1000 mcxomoB OepemeHHOCTEH) He
COINPOBOXKIAJIOCH TIOPOKAMH pa3BUTHS W BHYTPUYTPOOHBIM M HEOHATAJIBHBIM TOKCHYECKHM
BO3/eHcTBHEM. B HcCcleoBaHMSX Ha JKHBOTHBIX HE BBISBICHO NPSIMOTO WJIM KOCBEHHOTO
HEeOJaronpusATHOTO BIMSHHUS Ha TeuyeHHe OepeMeHHOCTH, SMOpHOHaNIbHOE M (eTanbHOoe
pa3BUTHE, POJIbI U IIOCTHATATBHOE Pa3BUTHE.

[Tpu Ha3HAUEHUH JIEBOLIETUPU3UHA OEPEMEHHBIM CllelyeT COOI01aTh OCTOPOKHOCTD.

Ilepuoo epyonozo éckapmnusanus

[leTupH3uH, panemar JIEBOLETHPU3UHA, IKCKPETUPYETCS C IPyIHBIM MoJIokoM. [ToaTomy Takxke
BEPOSITHO M BBIICJICHUE JIEBOLIETUPU3UHA C I'PYJHBIM MOJOKOM. Y JIeTeH, HaxXOSIUXCs Ha
IPYZIHOM BCKapMJIMBAaHHH, BO3MOXKHO TIOSIBJIEHHE NOOOYHBIX peaklWil Ha JIEBOLETHPU3HH.
[TosToMy HeoOXx0aUMO cOOMIOIATH OCTOPOKHOCTD MPU Ha3HAYEHUU JIEBOLETUPU3UHA B MIEPHO
IPYAHOTrO BCKapMJIMBAHHUSI.

DepmunvHoCmb
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KimHnueckue ganHble M0 JIEBOLETHPH3HHY OTCYTCTBYIOT.

Cnocob npuMeHeHHS H 103b1

Tabnetky cnemyer npuHUMaTh BHYTpPb, HE pa3)KeBbIBasi M 3allMBasi JKHJIKOCTBIO, HE3aBUCHMO OT
npreMa nuiy. PekoMenayeTcsi npuHUMaTh CyTOYHYIO J03Y B OJIHH TPUEM.

Bspocnvie, noopocmku u oemu cmapwie 6 nem

Pexomennayemas cytounas no3a cocraBiseT S mr (1 Tabierka).

Ecnmun mocie nedeHus yaydileHHss HE HACTyNaeT WA TOSBISIOTCS HOBBIE CHMIITOMBI,
HEOOX0MMO POKOHCYJILTHPOBATHCS C BPAUOM.

IIpumensiiTe mpenapaT TOJIBKO COIJIACHO TOMY Croco0y MPUMEHEHHs M B TeX /103aX, KOTOpbIe
yKa3aHbl B MHCTPYKIHH. B ciyyae HeoOXOQMMOCTH, MOKaly#cTa, MPOKOHCYJIBTHPYHTECH C
BpauyoM Iepel IPUMEHEHHEM JIEKapCTBEHHOTO Ipernapara.

IHayuenmor nodxcunozo 6o3pacma

VY NOXHIBIX NAIMEHTOB C IOYEYHOW HEJOCTATOYHOCTHIO YMEPEHHOW CTEIEeHH TSHKECTH H
TSDKEJION ITOYEYHOH HEJI0CTaTOYHOCTBIO PEKOMEH/IYeTCsl KOPPEKTHPOBKA 110361 (cM. «Ilayuenmoi
¢ HapyuileHuem QYHKYUU noYex»).

layuenmur ¢ napywenuem yHkyuu nodex

Ilpn HasHayeHuw npenapaTta NalMEHTaM C HapylmeHWeM (YHKIMH TOYeK B Cilydae, KOrja
QJIbTEPHATUBHOE JICYEHHE HE MOXET OBITh Ha3HA4YEHO, 03y CJIEAYEeT KOPPEKTHPOBaTh B
3aBUCUMOCTH OT BelMuyMHbl KK, NOCKOIBbKY 1€BOLUETHPHU3WH BBIBOJAMUTCS M3 OpraHu3Ma B
OCHOBHOM TTOYKaMH.

KK uig My»4uH MOXHO paccyuTaTh, UCXO/sS M3 KOHIEHTpPAIIMH CHIBOPOTOYHOTO KpEaTHHHHA,

10 creayrouen popmyie:

[140 — Bo3pacT (roasr)] x macca tena (Kr)

KK (mu1/mun) =
72 x KKcusoporr (mr/m)

KK /1151 )EHIIMH MOXKHO paccyuTaTh, YMHOXKUB IOJTy4eHHOE 3Ha4eHHe Ha Kodddumment 0,85.

Koppexkius 10361 y NaliMeHTOB ¢ HapyIIeHHeM (YHKIIUH MOYeK:

IToyeuHasi HeIOCTATOYHOCTH KK (mua/mun) Jlo3a B KpaTHOCTH NpHeMAa
Hopma >80 5 Mr ofuH pa3 B CyTKH
Jlerkas 50-79 5 Mr OJIMH pa3 B CyTKH
YMmepenHas 30-49 5 Mr OJIHH pa3 B 2 CYTOK
Tsoxenas <30 5 Mr oauH pa3s B 3 CyTOK
TepmunanbHast ctaaus — <10 [TpoTuBOnOKa3aHoO
NAIMEHTHI Ha THaJIn3e
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V oemei ¢ napywenuem gynkyuu novex 103y KOppeKTHPYIOT MHAMBHAYyaTbHO ¢ yuetoM KK u
maccel Tesa. CnenuanbHeIX PeKOMEHIAIHH 110 IPHMEHEHHUIO Y JeTeil ¢ HapylleHHeM (yHKIMH
MOYEK HeT.

Ilayuenmoi ¢ napywenuem gynxkyuu nevenu

[Ipu u301MpoBaHHOM HapyIIeHUH (YHKIIHH [IeYeHH KOPPEKIIMH J103b1 He TpeOyeTcs.

B3pocibiM nanvenTam ¢ napywenuem @ynkyuu nevenu u nouex JO3MPOBAHME OCYIIECTBISIOT
coryacHo TabJIMIe, IPUBEIEHHOM BHIIIE.,

IIpooonsxcumenvrocms nevenus

[Ipu jieyeHnn Ce30HHOTO (MHTEPMUTTHPYIONIEr0) PUHUTA (HAIMYME CUMITOMOB MeHee 4 JiHell B
HEJIeI0 WM MX 00Mas npoJoKUTEIBHOCTE MeHee 4-X HeJlelb) MPOI0/DKUTEIBHOCTD JTeUCHHS
3aBUCHT OT JUIMTEJIBHOCTH CHMITOMATHKH; JICYEHHE MOXKeT ObITh IpeKpamieHo IpH

HUCYE3HOBEHUHU CUMIITOMOB H BO300HOBJIEHO ITIPpH MOSABJICHHH CUMIITOMOB.

Ilpu neyeHuM KpyrjaoroauyHoro (MEPCHCTHPYIOLIETO) aIepruuecKoro pUHHTA (HAIMYHE
CUMIITOMOB Ooiiee 4-X JHeH B HeleNo W MX 00IIas MpOJOJIKHTENILHOCTh Gonee 4-X Helelb

JICYCHHUE MOJKET IIPOJIOJIKATHCS B TCUCHHE BCETO MeprHoga BO3JI€HCTBHS AJUICPreHOB.

VimMeercsi KIMHHYECKHH ONBIT HENMPEPHIBHOTO NMPHMEHEHHs JIEBOLETHPH3MHA B JIEKAPCTBEHHOI
dopme TabneTku MOKpBITBIE IUICHOYHON 060JOYKOH S5 Mr y B3pOCIBIX NAIHEHTOB

JUIATEJILHOCTBIO JI0 6 MecsIIeB.

Eciu BBl npuHMMaeTe WM HeABHO NPHHUMAIM JpYrHe IMpenapathl, coobmmTte 06 5TOM
jeyaiieMy Bpauvy.
Ecim Bbi 3a6bum npunsate npenapat 3oaak” DKCIpece, He MpHHUMAiiTe JIBOHHYIO J103y JUIs

KOMIICHCALIMH MPOIYIIEHHOM, IIPUMHTE CIEAYIOIIYIO 103y B OOBIYHOE BPEMS.

IToGounoe neiicTBue

[lo naunbiv Beemupno#t opranmsammu 3apaBooxpanenusi (BO3) uexenarenbubie >pdhexTsi
KJIaCCH(UIIMPOBaHBl B COOTBETCTBHH C MX YaCTOTOH PA3BHTHs CIEAYIONMM 0Opa3oM: OueHb
gacto (= 1/10), wacro (>1/100, <1/10), mewacro (>1/1000, <1/100), peako (>1/10000, <1/1000) u
oyeHb peako (<1/10000); yacrora HewsBecTHa (YACTOTY BO3HMKHOBEHHS SBJICHHH HEIb3s
OIpEIETUTh HA OCHOBAaHHH UMEIOIIMXCS JaHHBIX ).

Knunuueckue uccneoosanus

Bo Bpems npoBe/IeHHs KIIMHUYECKUX HCCIIEI0BAHMN Y MYK4YMH U skeHIHH 12 - 71 1et HauGonee
¥acmo BCTPEYAINCH CIIEIYIOIINE NTOOOYHbBIE PeaKLMH: TOJ0BHAs 00JIb, COHIMBOCTD, CYXOCTh BO
pTY, YTOMJISIEMOCTD, HeYacmo: acTeHus ¥ 60JIb B KHBOTE.

Bo Bpems npoBeneHHs KIMHHYECKHX HCCJIEIOBAaHMN y JeTel B Bospacte oT 6 g0 12 et
6
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Haubosee yacmo BCTpeYaTHCh rojoBHas 00JIb U COHJIMBOCTB.

IlocmpezucmpayuornHule uccnedo8anus

B nepuos MOCTPErucTpallMOHHOTO TNPUMEHEHHUsi Ipernapara HaOMIOJAUCh CIEAYIOIUe
no60o4HbIe 3 (PeKThl, HacTOTa KOTOPHIX HEU3BECTHA.

Hapywenus co cmopoHbl uMMYHHOU cucmembl

Peaxiiuu runep4yBCTBHTEILHOCTH, B TOM YHCIIEe aHA(QHUIAKTHUECKUE PEaKIHH.

Hapywenus ncuxuxu

TpeBora, arpecCUBHOCTD, @XXHMTaIlMsl, FAJUTIOIMHAIIMH, Jenpeccus, OECCOHHMIA, CYHIIUAATbHBIC
MBICJIH.

Hapywenus co cmoponul nepenoil cucmemoi

Cynoporu, TpoM003 CHHYCOB TBEpAOH MO3roBOM O00OJIOYKH, MMapecTes3wsi, rOJIOBOKPYKEHHE,
00MOpOK, TPEMOD, AU3TEB3HSL.

Hapywenus co cmoponvl obmena eéewyecms u numanus

[loBbIIIEHHBIH aNNETHT.

Hapywenus co cmoponvl opeana cnyxa u 1abupunmmuvie HapyuieHus

Bepruro.

Hapywenus co cmoponvl opeana 3penus

Hapymenue 3peHus, He4eTKOCTh 3PUTEIIBHOTO BOCIPUSTHS, BOCIIAIMTENILHBIE TPOSBICHHS.
Hapywenus co cmoponwl cepoya

CreHokapaus, OLIYIIEHHE CepALeONeHuUs, TaXHKaPIHsI

Hapywenus co cmoponwl cocyoos

Tpom603 sipeMHO BEHBI.

Hapywenus co cmoponbvl ObixamenvbHol cucmembvl, Opeanos epyoHoU KIemKu u cpedoCmeHus
Opplka, yCHIIEHHE CHMIITOMOB PUHHTA.

Hapywenus co cmoponul ceny0outo - KuueiHo20 mpakma

Tommnota, pBoTa, 1uapes.

Hapywenus co cmoponbvl nevenu u dcendesvbi8o0auux nymet

['ematut

Hapywenusi co cmopoHbl nouex u Mo4esbi8o0suux nymet

Ju3ypusi, 3aepxka MOYH.

Hapywenust co cmoponel K0dcu U NOOKONCHBIX MKAHEU

AHTHOHEBPOTUYECKHH OTEK, KOXXKHBIA 3yJ, KOXHas Chlllb, CTOWKAs JIEKAPCTBEHHAs 3pHTEMA,
KpalnuBHUIIA, TUIIOTPUXO03, TPEIIUHBI, (POTOCCHCHOMTN3ALIUS.

Hapywenus co cmoponel ckenemuo - MbluleyHoU U coeOUuHUmeIbHOU MKAHU

Muanrus, aprpairus.
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Obwue paccmpoiicmea u HapyuieHus: 8 Mecme 66e€0eHUs

[lepudepuyeckue 0TekH, CyXOCTh CIM3UCTBIX 000I0YEK.

Bnusinue na pesynemamoi 1a60pamopHbIxX U UHCMPYMEHMANbHIX UCCIE0068AHUL

OTKJIOHEHHE OT HOPMBI MOKa3aresed (PyHKIMH MeYeHH, YBEJTHUYEHHE MacChl Teja, ePEKpeCcTHas
PEaKTUBHOCTb.

Ecmu mobble U3 yka3aHHbIX NOOOYHBIX 3¢ deKkToB ycyryOmustores, wid Bbl 3amernin moObie

npyrue nodbovnbie 3QHEKTh He yKa3aHHbIe B HHCTPYKIIUH, COOOIIUTE 00 ATOM Bpayy.

Ilepeno3upoBka

Cumnmomvl

CHUMIOTOMBI TE€PEIO3UPOBKH MOTYT BKJIKOYATh COHJIMBOCTH Y B3POCIBIX, BO30YXKIEHHE H
0ecroKOiCTBO, CMEHSIOIIMECS COHJIMBOCTBIO, Y JI€TEH.

Jlevenue

Crnenuduyeckux aHTHIOTOB JIEBOIIETHPU3HHA HET.

B cinyyae nepeso3upoBKH peKOMEHYETCSI CHMIITOMATHYECKOE HIIM MOIEPKHUBAIOLIEE JICYEHHE.
Ecnu mocne npuema mpenapara npoluio HEMHOTO BPEMEHH, CIIEAYET MPOBECTH TPOMBIBAHUE

KEITyaKa. HGBOLICTI/lpH3HH MMPAaKTUYECKH HE BBIBOJHUTCS IIPH rEMOIHAIIU3EC.

B3aumojeiicTBHE ¢ APYrHMH JIEKAPCTBEHHBIMH CPeJACTBAMH

W3yuenne B3auMOJEHCTBHS JIEBOLICTUPU3MHA C JIPYTHMH JICKAPCTBEHHBIMH IIpenaparami,
BKJTIOYAsl UCCIIeIOBaHuUs ¢ HHAyKTOpamMu uzodepmernta CYP3 A4, He mpoBOIHIIOCE.

IIpy wM3y4eHHH I€KapCTBEHHOrO B3aMMOJEHCTBUSI palleMaTa IETHPU3HHA C AHTUIIUPUHOM,
¢denazoHoM,  mceBIOd(EAPHUHOM,  IMMETHIMHOM,  KETOKOHA30JI0M,  3PHTPOMHIIMHOM,
AQ3UTPOMHUIIMHOM, TJHWIHM3WIOM U JHa3enaMoOM KJIMHHUYECKH 3HAUUMBIX JIEKAPCTBEHHBIX
* B3aMMO/JICHCTBHI HE BBISBIICHO.

[Ipu onHOBpeMeHHOM Ha3HayeHHH ¢ TeopuwummHOM (400 Mr B CyTkM) OOmMMH KIMpEHC
HeTHpU3uHa cHUKaercs Ha 16 % (kuHeTHka TeopU/UTMHA HE MEHSIETCS ).

B wuccnenoBanuM mnpu OAHOBpEMEHHOM mpueme purtaHoBupa (600 Mr 2 pa3a B JeHB) H
netupusmuHa (10 Mr B JeHb) moka3zaHo, 4TO 3KCIIO3MIMS HETHPU3UHA yBeauuyuBaiack Ha 40 %, a
HKCIIO3UIMSI PUTOHABUPA U3MEHsUIAch He3HAYUTENbHO (-11 %).

B psae ciaydaeB Ipd OJHOBPEMEHHOM IPUMEHEHHMH JIEBOIIETUPH3MHA C QIKOTOJEM WU
JICKapCTBEHHBIMHU IIperapaTaMH, OKa3bIBAIOIIMMHU IMOJABIISAIONICE BIMSHHE Ha IEHTPAIbHYIO
HepBHYyIO cuctemy (I{THC), Bo3amoxno ycuienue ux BausHus Ha [{HC, xoTs He nokaszaHo, yTo

palemar HeTHpU3UHA NOTeHIUPYeT 3P PEKT aTKOroIIs.

Oco0blie yka3zaHus

Ilpumenenune mnpenapata B Qopme TabIETOK, NOKPBITHIX IUICHOYHOH 0O0O0JOYKOW, He
8
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peKoMeHayeTcss y AeTedl B Bo3pacTe MeHee 6 JeT, Tak Kak Takas (opma BBIIyCKa He
obecrnieunBaeT BO3MOKHOCTH KOPPEKIIUH JI03BL.

[TaniueHTaM ¢ MOYEYHOM HEAOCTATOYHOCTHIO YMEPEHHON CTETICHH TSKECTH U TSKEJION IT0YEYHOM
HEJIOCTAaTOYHOCTBIO PEKOMEHIYeTCs YBEJIMYEeHHWEe MHTEpPBAJIOB MEXIY IpHeMaMH Ipernapara
30ak” DKcIpece B COOTBETCTBHH ¢ TokasareseM KK.

I1py npuMeHeHHH npenapara 30aKk" DKCIPECe y NAIMEHTOB ¢ MOBPEXKIEHHEM CIIMHHOTO MO3ra,
THIIEPIUIa3Hel MpeJICTaTeIbHOM JKeJe3bl, a TaKXkKe NMPU HAJTWYUU JPYTHX IMpeapacnojararolux
(bakTopoB K 3azepxKe MOouH, TpeOyeTcs coOII0IeHHe OCTOPOIKHOCTH, TaK KaK JIEBOLETUPH3UH
MOJET YBEJIMYMBATh PUCK PA3BUTHS 3aJCPKKH MOYH.

Bo BpeMmsi pHMeHEHHs mpernapara 304aK” DKcrpece NaueHTaM peKOMEHYeTCsl BO3AEpiKaThCs
OT ynoTpeOJIeHHs aTKOTOJIbHBIX HAIIUTKOB.

B cocraB npoaykTra BXOAMT JIaKTO3bl MOHOTH/pAT; MAallMEHTaM C PEAKHMH HacjeJCTBEHHBIMU
3a00JIeBaHUSAMH, CONPOBOKIAIOIIUMHCS HENEPEHOCUMOCTBIO TaJIaKTO3bl, J€DUIIMTOM JIAKTa3bl
(medunuT nakrasel Jlanmna) Wiy npu cHHAPOME MaJIbabCOPOIMH IITIOKO3bI/TAIAKTO3bI HE CIIEIyET
NPUHUMATD JaHHBIH JIeKapCTBEHHBIN Ipenapar.

BHuMaTenbHO MNPOYTHTE HHCTPYKIHMIO Tepea TeM, Kak HauyaThb IPUMEHEHHE Ipernaparta.
CoxpaHHuTe MHCTPYKIHIO, OHA MOXET NMOHan00uThCs BHOBb. Eciu y Bac BO3HHKIM BONpPOCHI,
oOparurech Kk Bpady. JlekapcTBeHHBIH mpenapaT, KOTOpbIM Bel jeunTech npeaHasHayeH JTMYHO
Bawm, u ero He cieqyer nepeaaBarh JIpyTruM JIHIIAM, MOCKOJIBKY OHO MOXXET IPUYHHUTH UM BpeJl

JQXKE IIPpH HAJIUMYHUHU TCX XK€ CUMIITOMOB, YTO U ¥ Bac.

BiinsiHHe JIeKapCTBEHHOT0 MpenapaTa Ha CNoCcOOHOCTh YIPABJIATH TPAHCIIOPTHHIMH
CpeACTBAMH H MeXaHH3MaMH

JleBOLETUPU3UH MOXKET TPHUBECTH K IOBBIIIEHHONW COHJHMBOCTH, CJEIOBATEIbHO, OH MOXKET
OKa3bIBaTh BIMSHME Ha CIOCOOHOCTH YINpPaBIsATh aBTOMOOHMJIEM WM paboTaTth ¢ TeXHUKOH. B
NepHOJI JIeYeHHs] HEOOXOMMO BO3ECPIKUBATHCS OT 3aHATUM TOTEHIMATBHO ONACHBIMH BUIAMH
JIEATETBHOCTH, TPeOYIOIMMH  TMOBBIIIEHHOW KOHIIEHTPALlMM BHUMaHUS M OBICTPOTHI

IICUXOMOTOPHBIX peaKIUii

®opma BbINyCKA

TabneTku, NOKpHITHIE TUIEHOYHOH 000J109KO#, 5 MT.

ITo 7 wim 10 Ttabnerox B PVC/Aclar/PVC/Al nmu Al/Al 6mucrep. Ilo 1 wium 4 Giucrepa no 7
tabnetok; no 2 6ymuctepa no 10 Tabnerok BMecTe ¢ HHCTPYKIMEH IO MPUMEHEHHIO TIOMEINAOT B

KapTOHHYIO IMa4KYy.
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YcioBusi XpaHeHHS
XpaHHTh NpH Temreparype He Boie 25 °C.

XpaHPITL B HEJOCTYIIHOM I JIeTel MecTe.

Cpok rognocTn
3 roja.

He IIPUMEHATH IO HCTCYCHHUH CPOKa IT'OJHOCTH, YKa3aHHOI'O Ha YIIaKOBKE.

YcanoBus OTIIYCKA U3 alITEK

Otnyckarot 6e3 penenTa.

IOpuanveckoe 1MI0, HA KM KOTOPOr0 BHIIAHO PErHCTPAIHOHHOE YI0CTOBEPEHHE
AO «Canodu Poccusi», Poccusi.

IIponsBoauTenn

3enTHuBa K.C., Yemickas Pecnybnuka

V¥ kabenosusl 130, 10237, Ilpara 10, {oaaun Mexonynsl, Yemckas Pecniy6ka
IIperen3nu no KavecTBy NpenaparTa HANpaBJAThH 10 aapecy B Poccnn

125009, r. Mockaa, yn. Teepckas, 22.

Tenedon: (495) 721-14-00.

®akc: (495) 721-14-11.

MeHnekep o perucTpanuu VYcerunosa E.B.
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