HHCTPYKUUSA | COI'JIACOBAHO
| NHHICTEPCTDOM IPABOOXPAHEHI?
PRCTIFEIINH BEAAPYDE

(Ans nauuenTon) | Tlzmues Muaervperes agasocxpuncions
| or L2 BT 2 575

N0 MEJAHIHHCKOMY ITPHMCHEHHIO npenapa'ra

30AK (ZODACY)
Buumamensne  npouumaime  Imom  IUCMOK-GKIGOMIL  Neped  HANAAOM  npuema
aexapcmeennozo  npenapama. Coxpamsiime Imom JAuUCMOK-6KIaobiw.  Bam  moxcem
nonadobumecs nepewumams e2o cnoea. Ecau y Bac sosnuxuym oonoanumensusie sonpocst,
npoxoncyasmupyimecs ¢ Bawum nevamum spavom. Imom npenapam npeonaznaven auMno
Bam, nosmomy we cnedyem nepedasams ezo Opyzum auyam. Imo moxcem wanecmu sped ux
300pOEKIO, OANCE ECAU CUMNIMOMBL X 3ABONCGANUR CXONCU ¢ MEMU, KOMOpPble HABAIOOAIOMCA )
Bac.
Toproroe nazsaune npenapara: 30JIAK*, raGnerku, nokpsireie mierouno# oGonouxoi, 10 Mr
Meaaynapoanoe HENATCHTOBAHHOC HAIBAHKE: LCTHPHIHH
Jlekapcrsennas dopma: TabieTRH, MOKPHITBIC MICHOMHOT 060104K0#H
COCTAB
Oxna TabreTxa, NOKPLITad NICHOYHON 060I0MKOMN, COAEPHHT:
axm ecmeo:
UCTHPHIHHA AHrHApoxXaopua 10 mr

BCROMO2AMEABNBIE Gewecmad’

S0po: NAKTO3B MOHOIHAPAT, Kpaxman KyKypysusiil, nosugon 30 (E1201), marams creapar
(E470);

nienounan oboroyka: runpomennoza 2910/5 (E464), maxporon 6000 (E1521), tamek (E533),
THTana anokena (E171), smyiascus camernkona SE 4,

OINMHCAHHE

[Tpogonrosareie Gesoro win nours Genoro usera TabNETKH, NOKPHITHIC IUICHOMHON 0B0I09KO, ¢
PHCKOR juis ZenieHus TabAeTKH ¢ oaHoil croponsi.. TaGneTky MOKHO pasfiedTh Ha paBHbie
MONOBHHBL,

DAPMAKOTEPAIIEBTHYECKAS I'PYIIIIA
AHTHTHCTAMHHHOE CPE/ICTBO JUIS CHCTEMHOTO NPHMEHEHHS, TIPOH3BOIHOE NIHIIEPa3HHA

Koa ATX: RO6AEQ7
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®APMAKOJIOT'HYECKHE CBOMCTBA
DapmaxoOunamuxa

[erupriun, MmeTalONNT IHAPOKCHIWHA, SBASCTCA MOIIHBIM M CCACKTHBHBIM aHTArOHHCTOM
nepudepuucckux Hl-peuenropos. Mecaenopanus in vitro noxas’any HEBOIMOKHOCTE CPOJICTEA C
JPYTHMH penentopami, kpoMe xak H1-penenropamu,

Obnanaer BLIpaKeHHEBIM NPOTHBOAWLIEprHYeckuM neicTereM (10 Mr npenapara 1-2 paja B CyTKH
Onokupyer nponece JencHHS 303MHOQHIOB Y NAIHEHTOR C  ATONHYECKHM JIEPMAaTHTOM),
npeaynpexiact passurHe B obneruaer Teuenue anneprudeckux peaxuwii. Mecnenosamms na
AOPOBKIX NOOPOBONIBLUAX MMOKA3AIM, HTO UCTHPHIMH B 033X 5 # 10 Mr 3HauUHTCALHO CHHKaCT
TaKHe PEaKiMH, KaK BOJUILIPH H MHICPEMHIO, BRISBAHHLIC BHICOKHMH KOHICHTPALMAMH IHCTAMHHA
B KOXe, HO KOppeasimy ¢ 3pPeKTHBHOCTEIO HE YCTAHOBICHO.

B 35-anesHoM MCCeOBaHHH C ydacTHeM JeTell B Bospacte oT 5 o 12 ser, He obHAapykeHo
TO/ICPAHTHOCTH K AHTHIHCTAMHHHEIM pdexTam neTHpuInna (NOJaRIEHHE TAKHX peakumil, xak
BOJUILIDH #  runepemus). [locne npexpamenuss npHemMa uUeTHPHIHHA B Teuenwe 3 Hel
BOCCTAHABIHBACTCA HOPMAILHAR PCAKTHBHOCTD KOKH K THCTAMHHY.

B mectunesensiom  nuanebo-KOHTponMpyemom  uccaeaosammu  #Ha 186 naumentax ¢
AUICPTHYECKHM PHHHTOM H CONYTCTBYIOWCH aCTMOH OT JICTKOH 0 CPeHCH CTENCHH TKCCTH,
ueTHpH3nH B jiode 10 Mr B JIeHbL NPHBOJKA K YAYMIICHHIO CHMITOMOB PHHHTA, HE HIMCHSS MPH
TOM (GYHKUWHIO JIerkuX. IT0 Hece10Banie NoATEepAAaeT He30NacHOCTs IPHMEHEHHR LETHPHIRHA
Y TNAUMEHTOB ¢ QUICPrHYCCKHM PHHHTOM H CONYTCTBYIOMEH acTMoil oT nerkoif ao cpeanef
CTENEHH THKECTH.

B nnaneGo-KOHTPOIHPYEMOM HCCACIOBAHHH, IPHEM UCTHPH3MHA B CyTOuHOH mo3e 60 mr s
TEYEHHE CEMH JIHCHl HE BBIZLIBA CTATHCTHYECKH IHAYHMOTO Y UIHHeHIs HHTepBana QT

[Moxasano, 910 B PEKOMEHAYEMONH 03¢, LUCTHPHIMH YIYYIIAET KAYeCTBO KHIHH NAlMEeHTOB C
KPYTIOTOJIHYHEIM H CE30HHBIM ANNEPIHYCCKAM PHHHTOM,

Dapmaxoxunemuxa

Abcopbyun

MaxcumanbHbIi ypoBeHs KOHIEHTPAIHE B N1a3Me cocTapaser npumepso 300 Hr/ma # 1ocTHraeTes
npaMepHo Yepes 30-90 musyr. Tlpn npreme noser 10 Mr B Teuenne 10 jHed ueTHpusun He
HAKaIJIHBAaeTCA B OpPraHu3Me.

[IpHeM nMumM He OKa3biBaeT CYMIECTBEHHOTO RIHAHHA HA BEAHuYMHY abeopOumm, 0AHAKO B ITOM
ciy4yae CKOpPOCTb BCACHIBAHHMA HCIHAYHTENBHO CHHAKAETCA. DBHOAOCTYNHOCTL ACHCTBYIOLICTO
BCLLICCTBA OJIHHAKOBA JUIA BCEX JIeKapCTREHHLIX (PopM npenapara: CHpona, Kkaneis i Tabierox.

Pacnpedenenue

Kascymmiica obwem pacnpesenesns cocrasnger 0,50 n/kr. Creness CBA3LIBAHHA UETHPHIHHA ©
Oeakami niasMel KpoBH coctamnger okono 93+0,3%. llerwpr3un me obnanaer BimMaHneM Ha
cRAILBanne sapdapuna NIaIMEHHBIMH DenkaMu,
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buompancgopmarus
LleTrprann He NojBepraeTcs HHTEHCHBHOMY MeTaloIHIMy NepBOro Npoxoa.

INUMURAYUA

Hetupusnn MEEHMATBHO MeTaboMHIHPYeTCS B NeYCHH ¢ 00pa3oBaHMeM HCAKTHBHOIO MeTabo/uTa
H BBIBOJMTCA B HEMIMCHCHHOM BHJIC NPCHMYUICCTBEHHO noykamu. [Ipenapar ae HaxaniMpaeTcs B
oprasuaMe (Jlannkie NPy eYeHny cyToqHol 1030 10 Mr 8 Teuenue 10 aHel), 0kono ABYX TPETEHX
036l UETHPHIHHA BBIBOJMTCA B HEHIMEHEHHOM Bujae ¢ mouwol, [lepwoa nonyswimesenus
LCTHPH3HHA cocTasaneT npubnusnrensio 10 gacos.

[p# npueme 5-60 Mr uernpisnta HabmoAaCTCA IMHCHHAT KHHETHKA.

Ocobuie rpynnsl HaceneHus

Jhoou noxcunozo eospacma; Tlocie 0JHOKPATHOIO NPHEMA WICCTHAALATHIO NAIHCHTAMH MOKHIONO
RO3pacTa /036l ueTHpninna 10 Mr, BeTHYHHA NEPHOJA NONYBRIBEACHHSA YBEIHYHIACH IPHMEPHO Ha
50%, xmapenc ymenbiumnics #a 40% no cpasuensio ¢ oOsruol rpynmoli nanenTon. Okasanocs,
YTO CHHXEHHE KIHPEHCA HETHPH3IHHA Y NOKHILIX J0OPOBOILIEE CBAAHO CO CHIIKEHHEM (YHKIHH
novex.

Aemu: Tlepuon nonyBeIBEICHHA HETHPHIHHA COCTABANCT 0KO/I0 6 wacos y aereit 6 - 12 ner u §
qacos y acreit 2 - 6 ner. Y rpyansix netell B MaaneHues B pospacte or 6 10 24 Mecaues, nepuoa
MOy BRIBCACHHS CHMKaeTcs 10 3,1 uaca.

Tayuenmo: ¢ napywenuem gynxyuu novex: DapMaKOKHHETHKA IPENapaTa y NalMEHTOB C Jerkoi
CTEMCHBIO MOYeYHON HEAOCTATOYHOCTH (KAHPEHE KpeaTHumHa Bble 40 M//MHH) HE OTIHYECTCR OT
3A0posbix 100poBONbIeE. ¥V NAHEHTOB ¢ YMEPeHHLIM HapyileHHeM QYHKIHH M0YCK, @ TaKKe Y
NAIHEHTOB, HAXOAAUMXCA HA rEMOIHANH3E, BETHYHHA NepHOJa NONYBLIBEACHHS VBE/IHYHBACTCA B
3 pasa, kaMpeHc ymenbiiaercs Ha 70% MO CPaBHEHHMIO CO IOPOBBIMH  JIOOPOBOJNLUAMH,
Femozmamns meadexrusen. Y NauMeHToB ¢ yMEpeHHON WIH THKENOH CTENEHBIO NoYedHol
HEJIOCTATOYHOCTH PEKOMCHAYCTCS CKOppeKTHpoBaTh 103y npenapara (cm. pasgen Chocod
MPUMEHEHUS U D031,

Hayuenmu: ¢ napywenues @ynxyuu nevenu: Y NAUHEHTOR ¢ XPOHWYECKHMH 3a00/1eBaHUAMH
neveHH (renarToue/oIsPHbIMH, XOICCTATHYCCKHMH, 4 TaKke OHIHAPHBIM LHPPO3OM TIEYEHH) NPH
npHeMe OAHOKpaTHOH 103kl ueTHpusnHa 10 wam 20 Mr orMevaeTes yBenHUYEHHE NEpHOAA
nonyssiseacHus ua 50% u ymessmenwe kaupenca Ha 40% 0O CPABHCHHIO CO 3JOPOBBHIMH
nobpososbiamu. Koppextuposka 03 TpeOyeTcs TOABKO B Cy4ae COmyTeTsyiomed noueuHod
HEJIOCTATOHHOCTH,

Hoxnunuveckue Oannne no besonackocmu

O6sop manneIx no 0e30MacHOCTH M3  JIOKIHHHYECKHX MCNbITAHWIA, [OAYMCHHBIX B XOae
TPAAHIMHOHHBIX  HCCNCAOBAHHIA  TOKCHYHOCTH  JI03BI, TeHOTOKCHYHOCTH, KaHIEPOreHHOro
MOTEHIHANE M TOKCHHMHOCTH B OTHOMICHHH PENPOAVKTHBHON (YHKUHH, HE BBHISBHI HHKAKHX
ocoOBIX ONacHOCTEH 1A HeoBeKa.

PIL _30.06.2022



MNOKA3AHHA K NIPUMEHEHHIO
[Mpenapar nokasax K MPHMCHCHHIO B3POCALIM M JcTaM ¢ 6 ser:

o Jlna obnerdenns HA3ATBHBIX W [HA3HBIX CHMITOMOB CE30HHOIO H  KPYIJIOFOAHYHOIO
WUICPTHYCCKOrO PHHHTA (3Y/1, YHXAHHE, PHHOPES, CNEI0TEYEHHAE, IHNEPEMHA KOHBIOHKTHEEI ),

e Jlns obnervyenna CHMITOMOB XPOHHHECKOH HAMONATHYCCKOH KPANHBHHIIEL
NMPOTHBONMOKA3ZAHUSA

o [loBuiennas YyBCTBHTEABHOCTh K KOMIOHEHTAM TIpenapara, HAPOKCHIMHY WIH 1006iM
APYTHM ITPOH3BOIHEIM MTHIEPA3NHA.

o Taaenas noYeHHas HEAOCTATOYHOCTh (KIHPEHE Kpearniuia Menee 10 ma/sim).

* Lletupusun B TabneTkax, NOKPHITHIX [LICHOUHOM 060I0UKOMN, He CAeAYeT NPHANMATS [alHeHTam
C peaKoll HACACACTBEHHONW HEMEPEHOCHMOCTHIO IANAKTO3BL, NAKTAIHON HEAOCTATOYHOCTHIO WIHW
CHHIIPOMOM MAILaGCOPOLIHKE NMOKO3BI-TANAKTO3bI,

CNIOCOB NPHMEHEHMS H 10361
BHYTpb, HE3aRHCHMO OT IIPHEMA KL, 3aNHBaA CTAKAHOM BOJIBI,
Hemu om 6 0o 12 aem: 5 mr nerupuznna (1/2 rabnerkn) 2 pasa 8 CyTKH,

B ciyuae nedeHHs CHMNTOMOB CE30HHONO PHHHTA W KOWLIOHKTHRHTA, NPOAOIKHTENLHOCTS
[IPUMCHCHHA JI0JIKHA COCTaBAATh He Oosee 4 Heaens,

Bspocasie u demu cmapwe 12 aem: no 10 Mr uetupnsuna (1 tabnerxa) 1 pas B cyTxn.
Hoxcunvte Modu: KOPPEKTHPOBKA 10361 He TpeGYeTCH MPH YCIOBHH HOPMAILHOM YHKIMH TOYEK.

Hayuenmst ¢ noueunoit nedocmamounocmvio: fauusic 0 coornowennn hdexrurnocTn /
Gel0nmacHOCTH PUMCHCHHS LCTHPHIWHA Y MAIHEHTOB ¢ HapymeHuaMy (YHKUHH 10YeK
OTCYTCTBYIOT. TaK Kak UCTHPHIMH B OCHOBHOM BBUICJSETCS Hepes MOYKH (cM. pasaen
Papmaxoxunemuxa), B CHy4aAX, KOrJa QIBTCPHATHBHAR TEPANHA HEBOIMONKHA, PEAKHM
FIO3HPOBAHHA JO/DKCH NOADHPATECH HHIMBHAYAILHO B 3aBHCHMOCTH OT COCTOAHHA MNOYEYHOH
ynxunn. Koppekuua /035! NPOBOAMTCS B COOTBETCTBHM C YKA3AHHAMH NPHBEICHHOH HIXe
TabanusL, JIng HCNONL30BAHHA JaHHOM TabaMus HeOOXOANMO OLEHHTE KIHpeHe xpeatnnuna (KK)
y nawserta B /i, KK (M1/MHH) MOXKHO paccuHTars, HCXO/IS W3 YCTAHORIEHHOH KOHUCHTPAIIHK
CHIBOPOTOYHOIO KpeaTHHHHa (Mr/an), no caeayiomei popmye:

[140 — sospacm (& 200ax)] x macca (k2)
72 % ceopomounsi kpeamunun (m2 / ox)

KK = (x0,85 daa xcemwyun)

Koppexia 10381 y NAUHCHTOR C HapyIEHHAMH QYHKIHH N109eK:
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Tpynna Knuperc kpearununa (Ma/Mus) /1033 B 98CTOTA NPHEMa
]

Hopmasnas > 80 10 mr 1 pas/cyr

Jlerxas 50-79 7110 mr | pas/cyT

Cpennsas 30 -49 [5 Mr I-Ea;?chyT

Tawenas < 30 [5 MI" OJLHH pas B 2 JiHs

Tepmunansnas craaus noYeynol < 10 TIporiBonokasaso

HEJOCTATOMHOCTH ~ NAIHEHTHI, {

KOTOPLIM MTPOBOHTCA TEMOHANHS ‘

ITeouampuueckan zpynna nayuenmos, cmpadaouwux noveunon nedocmamounocmoio: Joay
CHICAYET KOPPEKTHPOBATE HHAHBHYATBHO ¢ YHETOM 104E4HOI0 KIHPCHCA, BO3PACTA M MAcChl Tela
NanHenTa,

Hayuenmst ¢ newenounoit wedocmamoynocmpto; Y NAUMEHTOR ¢ OHOH TONBKO NEYEHOYHOH
HEZIOCTATOYHOCTHIO KOPPEKIIMA 20351 He Tpebyercs.

Hayuenmst ¢ noveunoit u newenounol NeJoOCMamouHoOCmeio; PexoMeIIyeTCs CKOPPEKTHPOBATE
2103y (em, seime paszaen Hayuenmnt ¢ NOYEXHOU HEDOCMAMOYKOCTBIO).,

Ecau Boi 3absiiu npunsms 3odak:

He npunumaiime osoiinyio 003y, umodst socnoanums nponyuennyio dosy!
B caywae nponycka npuema npenapama, wosyio 003y credyem NpuUHAMb NPU NEPeoil dice
BOIMONCHOCTIU, HO CACOVIOULYIo 003y npunumalom ne panee wem vepes 24 vaca.

MOBOYHOE JIENCTBHE

Kanunyeckue ueenesosanns

Obzop

Knunnueckne HCCHCI0OBAHHA MOKA3AMH, YTO LETHPHIWH B PEKOMEHIYEMON 03¢ OKasbiBact
HesHaunTenpHoe nobounoe Aekicrene Ha [THC, npossasiomeecs B BHAE COMIMBOCTH, YCTANOCTH,
FOJIOBOKPYACHMH H ronoBnoif GomM., B sHexkorophix ciyuasx, coofmanocs 0 mapanokcamkHOM
B30y aennn [[HC.

Hecmotps Ha 10, 970 HETHPHIMH ABJIACTCA CENCKTHBHLIM AHTArOHHCTOM nepudepuacckux Hl-
pelienTopos M He obNanaeT aHTHXONHHEPIHYECKOH aKTHRHOCTRIO, COOBIANOCh 00 eAMHHYHBIX
CHYHaAX TPYAHOCTER B MOYEHCIYCKAHNH, HAPY IICHHH AKKOMOJIAIHH B CYXOCTH BO PTY.

Coobmanoch 0 cyuasx HapyUIeHHS NeYeHOYHON QYHKINH C MOBBIEHHEIM YPOBHEM NEYeHOYHBIX
(pepMEHTOB, CONPOBOMAACMON NOBBILICHHBIM YpoBHeM OuampyOuna. B GoasmmucTse ciayvacs
AanHble NPOSBICHHA NPONAJAIOT NOC/IE NPEKPALICHUA KYPCa NCUCHHA LCTHPHIHHOM,
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TMTobounwe peakyuu

B pesynsrare JABOHHOrO CENON0 KOHTPOAHPYEMOTO KIHHHYMECKOro Hecneqopanmns Ha 3200
A00pOBONBLAX, B KOTOPOM CPABHHBANHCH HETHPHIHH ¢ mianebo M ApYrHMH AHTHIHCTAMHIHBIMH
npenaparaMi B peKoMenJoBaHHBIX  jo3ax (10 Mr ueTHpHsMHA B ICHB), CHEAyIONIHE
HexenarensHeie spaeHns ObUTH 3aperncTprpoBansl ¢ yactortoit 1.0% u Gonee:

Uernpuznn 10 mr (n= 3260):

Yrommemocts 1.63 %, NNonosokpyxenne 1.10 %, NNonosras Gons 7.42 %, boas 8 swusore 0.98 %,
Cyxocts B0 pry 2.09 %, Tommnora 1.07 %, Connnsocts 9.63 %, ®apunrnt 1.29 %

ILranebo (n = 3061):

Yromasemocts (.95 %, lNonosokpyxenne 0.98 %, l'onosuas 6ons 8.07 %, Boxs 8 xusore 1.08 %,
Cyxocts so pry 0.82 %, Tommora 1.14 %, Conmmpocts 5.00 %, ®apuarur 1.34 %

HecMoTps Ha 10, 4TO COH/IMBOCTD BCTPEHANACH CTATHCTHYCCKH Yalle NPH NpHeMe NeTHPH3INHA, YeM
B rpynne nianedbo, B GONLUMHCTBE CIYYacs ¢ CTeNCHEL PACUEHHBANACH OT AErKOH 10 yMepeHHOI.
OOGuexkTHBHEIE  WCCNEJIOBAHMA HA  30POBLIX  MONOABIX  AOOPOBOMLUAX MOKA3ANH, 9TO
PEKOMCHyCMas CYTOYHAS 10338 HETHPHIHHA HE OKa3biBACT BAHAHMA Ha [OBCCIHCBHYIO
JACATENBHOCTS.

[oboynsie peakunn Ha npenapar y geteii B Boapacte 0T 6 Mecaues 10 12 JeT, NPHHABIINX yHacTHe
B IIAHe50-KOHTPOAMPYEMBIX KIHHHYCCKHX HCIBITAHUAX, YacToTa KoTopeix 1% u Gonee:

Hernpuinn (n=1656): )

Juapes 1.0 %, Conmmpocts 1.8 %, Punur 1.4 %, Yromasemocts 1.0 %

Ilaanebo (n =1294):

Jluapes 0.6 %, Connusocts 1.4 %, Punnr 1.1 %, Yromagemocts 0.3 %

[oCTMAPKCTHHOBRIH ONBIT:

B zononnenne x noDOYHBIM PEAKIIMAM, 3APCIHCTPHPOBAHNEIM B X0/Ie KIHHHYECKHX HCCIeN0BaHNit
H ICPCYHCACHHBIM BEINE, CHEAYIOMME NMOGOYHBIC PEaKIHH Ha NEeKapCTBEeHHLIH npenapatr OhUH
38PErUCTPHPOBAHELL B TOCTMAPKETHHTOBOM ONKITE NpHMEHCHHR netupuinna. [MoSounsie adderrn,
HaOMOAAEMBIE MPH €r0 NPHMCHCHHH, KIACCHOHIMPOBAHK HA KATEIOPHH B 3ABHCHMOCTH OT
HACTOTHI HX BOIHHKHOBEHHA.

Hevacmo (mozym sosnuxamy menee wem y | wenosexa uz 100): Bo30yancHue, napecTesuns, 1y,
ChLINb, ACTCHHA, HEJOMOIaHHE, ANapes.

Peoxo (mozym eosnuxams menee vem y I werosexa uz 1000): THNEPIYBCTBHTENLHOCT, AIPECCHS,
CIYTAHHOCTL CO3SHAHHA, JCTPECCHN, TALNOUHHAUNKA, OECCONHHMIA, CYAOPOTH, TaXHKAP/HA,
HIMEHEHHE noxkasaresacit QyHKUMH neuenH (NOBWINEHWE YPOBRHA TpaHCAMHHAZ, [HEN04YHOMN
docharazer, I'T'T w OmmpyOuna), KpanuBHMIA, OTCK, YBEIHUYCHHE Beca (MOCie NpPeKpalICHHS
NpHEMa LETHPHIHHA COOOMANOCH O MOABRNCHHHA 3Y/1a H/H/IH KPAnHBHMILbL).

Ouenv pedxo (mozym eosnuxamb mewee wem y | wenosexa uz 10000): TpomGoumTONEHNS,
aHa(UIAKTHYCCKHA 1NOK, THKH, HapyIIEHHA BKyca, oOMOpPOK, TPEMOp, AMCTOHHSE, AMCKHHEIHH,
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HAPYIICHHA AKKOMOJIALMH, OKYJIOTHPHEHT KPH3, HEYETKOCTh 3PEHHS, AHIMOHCBPOTHYECKHH OTEK,
cTOHKAS eKapCTBEHHAS IPHTCMA, JIH3YPHA, IHYpe3.

Yacmoma weuzsecmna (UCX00R U3 UMEIOWUXCA OAUHBX, NACMOMY B03HUKHOGEHUS ONpedeaunts
HEGOIMOMNCHO). YBEIIHYCHHE ANMNETHTA, CYHIHAAILHLIC MbICIH, HOYHBIE KOIIMAphl, AMHC3IHA,
HAPYINEHHE NAMATH, TOJOBOKPYKEHHE, 3ANCPAKA MOUCHCIYCKAHUA, OCTPHIl refHepatn3oBaHHbi
IKIAHTEMATO3HLIN ITYCTYIIC3, aPTPAITHA.

Coobuenue 0 npeononazaempix HeXCeNamenIbiubx Peakyunax

Ecan y Bac BOZHMKAKOT KakHe-IHG0 HCKCNATCABHBIC PCAKIHH, MPOKOHCYALTHPYATECH ¢ BPAYOM,
JlanHas pekoMEeHIaLMA PACPOCTPAHACTCH HA /NODLIC BOIMOKHBIC HEKENATENBHBIE PEAKIHH, B TOM
YHCIle Ha HE NEePeYHCICHNEIE B IHCTKE-BKIabINe, Bhl Taxxe MokeTe cooOMMTE 0 HeKeIaTe/IbHbIX
peakuuax B HHGOpMaUMOHNYI0 Daly NAHHBIX N0 HEKENATeNbHBIM peaknuaM (Jedcrauam) Ha
JICKAPCTREHHLIE TPENapaTel, BKMOYAR COOOMICHHS © HEMPPEKTHBHOCTH JIEKAPCTBEHHBIX
npenaparos. Coofmas 0 HexenareLHEIX PeakUHsAX, Bl IOMOTaeTe NoayIuTs Gonkime ceejennii o
GesonacHocTH npenapara.

NEPEJO3ZHPOBKA

Cuvnmomvr: CAMITOMBI, HADMIOAAIOWMECH NPH NEPEAOIUPOBKE LCTHPHIHHOM, B OCHOBHOM
ceazannl ¢ aecicrerem Ha [[HC u asruxomuuepravecknm aeifcrauem. Bo3MOKHBI CryTaHHOCTH
CO3HAHMA, JHAPER, TOJOBOKPYKEHHE, YCTANOCTh, TojoBHAR 00Nb, HEJAOMOraHWe, paciuHpeHHe
3pavkos, 3yi, GecnokoificTso, ceaatHenbii MpdhexT, COHTHBOCTS, 3ATOPMOKEHHOCTh, TAXHKAP/HA,
TPEMOP M 3aJICPKKa MOYEHCNYCKAHHA (Yamie BCEro NpH NpHeMe NATHKPaTHOH JIHeBHOH 1036l
HETHPHIHHA).

Jlevenue: Cneunduveckuit aHTHIAOT He BRISBIEH. PEKOMEHIOBAHO NPOBOIANHTE CHMITTOMATHYECKYIO
HIH nojepausalontyo repanmio. Nemoauamss neaddextnsen. [IpopoasT npoMuiBanme xemyaKa,
HATHAYAIOT AKTHRHPOBAHHLIA YIO/b, 1IPH YCAOBHH, MTO CPEAOIHPOBKE CIYUHIACH HEJABHO,

B3AMMOJIEHCTBHE C JIPYTHMH JIEKAPCTBEHHBIMH CPEJICTBAMH

OAHOBPEMCHHOC NPHMECHEHHE AIHTPOMHIIHHA, IHMETHIHHA, IPHTPOMBIIMHA, KETOKOHA30Ja HITH
ncepA0MPEAPHHA HE OKA3BIBACT BOIACHCTBHA Ha (PAapMaKoOIOTHYECKHE NapamMerpsi [ETHPHIHHA.
QapmaxkoauHaMHYecKne B3aumoselicTeus He Habmoaanucs. CornacHo HCCHCAOBaHHAM in vitro
HCTHPH3HHE HE BIAHACT Ha CBA3LIBAHKE BaphapuHa ¢ SeaKamH.

ConyTcTRylomee  NPHMEHCHHE C  A3UTPOMHIMHOM, JPHTPOMHIHHOM,  KETOKOHA3O0NOM,
TCOPHANHHOM H MCEBAOMPE/APHHOM HE MOKAIWIO CYIMCCTBCHHBIX HIMCHCHMH KIHHHYCCKHX
na0OpaToOPHEIX NApaMeTpoB, Ku3HeHHBIX GynKumi # napametpos JKI'

B ucenenosanmn comytersyiomero npuMenenus teodmwimna (400 Mr/cyTKH) W ueTHpHIHHA
(20 Mr/cyTkn) Habmoaanock He3HAYHTENBHOE, CTATHCTHYECKH 3HAYHMOE YBeaHdeHHe 24-4acoBoro
AUC na 19% nns nerspusnna B Ha 11% ans teodmnnna, a TakKe NOBLIIICHHE MAKCHMAILHOIO
YPOBHA B naasme kposr Ha 7,7% u 6,4% juia uerupusuba 1 reopramna, coorseTcTReRno. B 1O XKe
BpeMs HA (POHE NPHMEHEHHA CTHPH3HHA V NAIMEHTOR, NOJYHABIIHX paHee Nedenie TeoHIHROM,
KIHMPEHC UETHPHIHHA YMeHBIIHACH Ha -16%, teopumuna na -10%. Oanako npeamecTsylomee
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fleYeHHe LEeTHPHIHHOM OKA3LIBANIO HECIHAYMTENLHOE BIHAHNE Ha (HAPMAKONOrHHUCCKHE NAPAMETPHI

TeoduaHHA.

Crenens abcopOumn UCTHPHIMHA HE 3ABHCHT OT TIPHEMA NMHIH, B TO BpeMs Kak CKOPOCTH
abcopbuum sameuiaercs Ha | vac.

Y uyBCTBHTENBHBIX NAIHEHTOR COBMECTHOE NMPHMEHEHHE HECTHPHIHHA C ANKOTONCM MK JAPYTHMH
pemecrsamy, yracraroummu Gyaxumnn [HC, Moker npuBecTd K AONOMHHTEABHOMY CHUKECHHIO
BHHMAHHA K paboTOCHOCOOHOCTH, XOTH MOCHC IPHEMA OJHOKPATHOH 0361 uetHpuinua [0 Mr
nericrane ankorons (0,8%e B KpOBH) CYUIECTBEHHO HE YCHIAMBANOCH; B XO0A¢ OgHOro w3 16
NCHXOMCTPHYCCKHX TeCTOB OBUI0 MOATBEPAJIEHO CTATHCTHYECKH 3IHAYHMOE B3aWMoJeHCTEHE ¢
JHa3enamMom B 03¢ 5 Mr.

Conyrersyroumii npueM uetHprsaia 10 Mr B CYTKH C IIHITHIHAOM NPHBOAKI K HEIHAYHTEILHOMY
CHMKCHHIO YPOBHS I/MOKO3bl B KposH. [lannoe jeficTRHe He NpeACTaBAfeT KIHHHYECKOH
IHAYHMOCTH. HECMOTPS HA HT0 PCKOMCH/IOBAH Pa3ieHbHEI PHEM, TIHIA3HA YTPOM, 8 UCTHPHIHH
BCUEPOM.

B xone ueeaeaoBaHns NpHMEHEHRS MHOTOKPATHRIX 7103 pHTOHaskpa (600 Mr Jsa pasa B CyTEH) H
nerHprsnHa (10 Mr 8 CyTKH), KCIIOINIHE USTHPHIHHA NOBLINATAcH NpHMEpHO Ha 40%, B TO BpeMA
KaK OJKCTIO3HIHA PHTOHABHPAZ MPH  OJHOBPEMCHHOM TNPHEME  UCTHPHIHHA HIMEHANACH
HesnaynTensHo (-11%).

MEPBI ITPEJOCTOPOXKHOCTH

[Tpu npueme B TCpaneBTHYCCKAX J103aX He HAOMOAANOCh KIHHHYECKH JHAYHMBIX B3auMoeicTauil
¢ ankorozem (npu yposte ankorons B kpos 0.5 r/n). Tem He Menee creayer ¢ OCTOPOKHOCTHIO
NPHHAMATE JICKAPCTBEHHBI IPENapaT COBMECTHO C ATKOTO/IeM.

Pexomenayercs  cofmofaTe  OCTOPOKHOCTE NPH  HAHAYEHMH  [IpENapara  MalMenTaM,
NPEAPACTIONOKCHHBIM K 3aepiKKe MOYSHCITYCKaHHA (HAnpHMEp DALHEHThI ¢ TMOPAKEHHEM
CIMHHOIO MO3IA WK THNCPIUIA3HE N NPeACTATENLHON Kee3hl), BBHIY TOT0, YTO UETHPHIHH MOKET
VBETHYHBATH PHCK 3a1CPIKKH MOUCHCITY CKAHHS.

Pexomenayerces cobmoaats OCTOPOXHOCTE NPH HATHAYEHHH Npenapara GONLHBIM THACHCHEH ¢
MAUHEHTAM C PHCKOM PA3BHTHA CyIA0POT.

KoxHpie TeCTH Ha amiepruveckue peakumd HHrHOHpYIOTCS NpH NPHEME AHTHIHCTAMHHOB,
NIOITOMY [epe;l IPOBEACHHEM TECTHPOBaHHA HeoOXOMM neproa B 3 ans Oe3 npuema npenapara.

[Tausentam ¢ peiIKHMH HACHEACTBEHHLIMH NPoGACMaMH, CBS3AHHEIMH C HENEPEHOCHMOCTBIO
[UIAKTO3bI, NPH HEJOCTATOYHOCTH Jaxktassl Lapp wm ManbaGcopOuuH IMIOKO30-rafakTossl, He
CleyeT NPHHHMATH LETHPH3IMHE B TabieTKax, NOKPLITIX INeHOYHOH 060109KOi.

3y M KpanHBHHIA MOTYT MOSBHTECA NPH NPEKPACHHH JIEYCHHA UETHPHIHHOM, AaXKe eClH ITH
CHMIOTOMBI HE MPHCYTCTBOBANH [0 HAYana JeYeHHA. B HEKOTOpHIX caydasx, NposBieHHe ITHX
CHMITTOMOB MOXCT ObIThb HHTCHCHBHLIM H MOXCT HOTPeOOBATHCH BO30GHOBICHHC JICHCHMA.
CHMITOMBI JO/DKHB! HCHESHY Th 10CIE BO3OGHOBACHUA ICHCHMA.
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Mpumencnne TabaeTok, NOKPLITHIX NACHOYHOH 000T0YKOH, HC PCKOMEHIYETCH [ACTAM B BO3pacTe
no 6 ner, Tak Kax jganHas ¢opmMa BRINYCKA HE MO3BONACT COOTBETCTBYIONAM oOpazom
KOPPEKTHPOBATE 103Y.

®EPTHJIBHOCTH, BEPEMEHHOCTbD H JIAKTALIMA

[TpocnexTiBrO cobupaeMmiie fanNbie U NETHPHIHHA MO HCXOJaM OepeMeHHOCTH HE YKa3hiBalOT
HA NOTEHUMANLHOC [TOBLIICHHE TOKCHYHOCTH /Ul MaTepl WiH nnoga’s>mGpuona seime GoHOBBIX
IHAYEHHH,

HcenenoBanus Ha XHBOTHBIX HE BHIABIIM MPAMBIX MIH KOCBCHHBIX HeGnaronpusaTHuix s¢dexros
Ha OepemenHocts, smGpuonansioe/eransioe paIBUTHE, POAOBON AKT WIM NOCTHATAILHOC
pa3sBHTHE.

BepeMeHHBIM  KEHIIMHAM  PEKOMCH/IYCTCA [PHHHMATL NPENapatr ¢ OCTOPOKHOCTBIO MO
HalunoeHneM Bpava.

Jaxmayus

LleTHpH3HK NPOHNKACT B IPYAHOE MOMOKO H JI0CTHIAET KOHUCHTpatuy o1 25% 10 90% B nnaime, B
3ABHCHMOCTH 0T BPEMEHH B3aTHA ofpasua nocie npumeHeHus. Beneacrsue 3roro, craeayer
co0/1H01aTh OCTOPOKHOCTE NPH HCMONB30BAHHH LICTHPH3IHHA BO BPEMS IPY/AHOIO BCKAPMIHBAHHA.

Depmuasnocmey

JlaHHbBIC O BIMAHHN HETHPHINHA HA (EPTHABHOCTH YEJIOBEKA OIPaHHYeHbLl, MPH 3TOM HE OhLIO
BLISBIICHO CIIYYAEH, BAMAIONMX Ha 6e30MacHOCTh JIEKAPCTBEHHOrO Npenapara.

Heenenosanns Ha JKHBOTHBIX HE BRIABHIIM BAHAHHA HA PCOPOAYKTHBHYIO (Y HKIHIO YeI0BEKA.

BJMSAHHE HA CIMOCOBHOCTD YIIPABJISITH TPAHCITIOPTHBIMH CPEJICTBAMH
H PABOTATH C MEXAHU3MAMH

[py o6bexTHRHON OUEHKE CIIOCODHOCTH K YNPABICHHIO TPAHCIOPTHBIMH CPEACTBAMM H padore ¢
ONACHBIMH MEXAHHIMAMH He OBUIO BBIABICHO KaKWX-THOO HEXenare/NbHbLIX NBICHHH NpH npueme
npenapara B8 pexkomenayeMoit go3e (10 mr). MNauuenraM ¢ BHICOKOH ABHraTesHONH aKTHBHOCTEIO,
JAHAMAIONIMMCH  OTCHUHANLHO ONAacCHBIMH  BHAAMM  JCATENbHOCTH, HAH paboTalommM ¢
obopyioBanieM, HE CACAYCT NPEBLINATE PEKOMEHIYEMYIO CYTOHHYK 703y, TakuMm naumeHTam
CleayeT NPHHAMATE BO BHHMAHMC PCAaKUMIO OPraHHIMa Ha MpHEM JIEKAPCTBECHHOIO Npenapara.
OnHOBPEMCHHOE — NPHMEHEHHE  LICTHPH3MHA C ANKOTOJAeM WAW  JPYTHMH  BEUICCTBAMM,
yruetaioumMi Gynxin [THC, MoxeT npHBecTH K A0NONHHTEILHOMY CHIKEHHIO RHHMAHHS,

YIIAKOBKA

[Mo 10 rabnerox, noKpeiThix nuenounodi obonoukoii, 8 PVC/PVDC/AL Gancrep, Ommn win TpH
OaMCTepa MOMEIICHB! B KAPTOHHYIO NAYKy BMECTE ¢ HHCTPYKUMEH 110 NPHMEHEHHIO,

YCJIOBHUS XPAHEHMS
He tpebyer cneunanbinix yenosmii Xpanenns. XpaHHThb B HEAOCTYNHOM VIR AeTelt mecre!
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CPOK I'OJIHOCTH

3 roaa. He #Cnoas30BaTts M0 HCTEUCHHH CPOKA IOAHOCTH, YKA3aHHOTO Ha YIIAKOBKE,
YCJAOBHS OTIIYCKA U3 ANITEK

bes penenra,

Jepaarenn perucTpannonHoro Y1o0CToBepeHns
000 «Onenna Xenckear

125009, Pocens, Mockea, yn. Trepexkas, 22

IMpomssomrens

SEHTHBA k.c., Yemckan Pecnybanka
Y kabenosnsr 130, 10237

[para 10, Jonar Mexoaynsi

[lperensnn  norpeGurenelt w  wudopmaumio o HewenareNbHBLIX  ABACHMAX A [py3um,
AsepOaitypkana, Apmenns, Kniprencrana, Monroamn, Ysbexucrana, Benapycn, TypkMenncTana,
TamxukucTana cieyer HanpasIsTs N0 ajapecy:

000 "MEJIMITAIT", Poccuiickas @eaepauns 105082, Mocksa, yi. ®puapuxa Durensca, 1.75,
crp.21, srax 4, oduc 4035, Ten. +7 800 333 93 98; www.medipal.ru

[peacrasnrenscrsa 000 «MEJIMITAJL Dkenopr» s Pecnybnuke bBeaapycs: 220035, r. Munck,
ynnua Penuna, 4-465, Tea: +37 517 377 18 08;

[peacrasurenserso OO0 "MEJUIIAJI Dxenopt” 8 PecnyGnuke Vibexncran: 100015,

r. Tamxent, yi. OiiGexa, 1. 24, Ten: +99 878 122 06 08.
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