COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 20.09.2024 N2 20186

WHCTE yKHH}In QOCNEOQBATENEHOCTE 0005)

IO MEJUIUHCKOMY INPUMEHEHUIO JIEKAPCTBEHHOT' O ITIPETIAPATA
HMunnapuzun PeneBan

PerncrpanuoHHblii HOMep:
Toprosoe HanmMeHoBaHue: [ [uHHapu3nH PeneBan
MexayHapoaHOe HeMATEeHTOBAHHOE WM I'PYNIIHPOBOYHOE HAUMEHOBAHM e IUHHAPU3UH
JlekapcTBeHHas popma: TabICTKH
Cocras
1 TabiieTKa CONIEPIKUT:
eiicmeyiowee ewgecmeo: nuHHapu3uH — 25,00 Mr; écnomocamenvHvle gewyecmea: NAKTO3bI
MOHOTHJpAT, KpaxMman KapTodenabHbId, MOBUAOH, MarHus cTeapaT, KpPEeMHHUS IHOKCHI
KOJUTOUTHBIN (a3pOCHit).
Onucanue
Kpyrnble minockommvHapuyeckue TabaeTku Oenoro wuium mouyTd Oenmoro 1mBera ¢ (ackoil.
JonyckaeTcss MpaMOpPHOCTb.
dapmakoTepaneBTHYeCKAs] TPYNINA: JPYyTrUe CPeICTBA JJIA JieueHUs] 3a00JieBaHUN HEPBHOMU
CHCTEMBI; TIpernapathl AJis JICYCHHS TOJTOBOKPYKEHHUS.
Kon ATX: NO7CAO02.
DapMaKoJIOrHYecKue CBOMCTBA
®apMakoAHHAMHKA
[{uHHApW3WMH WHTHOUPYET COKPAIEHUS TJIaJKOMBIIIEYHBIX KJIETOK KPOBEHOCHBIX COCYIOB
MOCPEJICTBOM OJIOKMPOBAHUS KaJbIIUEBBIX KaHAOB. [IoMUMO MpsiIMOTO aHTaroHMU3Ma C KajabIllueM
[UHHAPU3UH YMEHBIIAET COCYAOCYKUBaOIINE () PEeKThl BA30aKTUBHBIX CYOCTaHIIUN, TAKUX KaK
HOpAJpPEHAINH U CEPOTOHUH, MOCPEICTBOM OJIIOKMPOBAHUS PELIETITOP-3aBUCHUMBIX KallbIIMEBbIX
KaHAJIOB. biokama TOCTYIJIeHUs KajbIlus B KIETKY SIBISETCS TKAaHEBO-CEJIECKTUBHOW U, B
pe3ynbTaTe, MPENITCTBYEeT Ba30KOHCTPUKIIMK, HE BJIMSIS HA apTepUATLHOE JABJICHUE M YacCTOTY
CEP/ICUHBIX COKpALIEHUH.
[{uHHApU3UH MOKET MAOMOJHUTENBHO YIy4YlllaTh MHUKPOLMPKYISAIUIO 32 CUET YBEIMYCHHS
CITIOCOOHOCTH DJPUTPOIMTOB K JedopMalid W CHIDKCHHUS BSI3KOCTH KpoBHU. [loBwimiaer
YCTOMYHUBOCTD KJIETOK K THTIOKCHH.
[{uHHAPU3WH HHTUONPYET CTUMYIISALIUIO BECTUOYISIPHOTO ariapara, 4To B pe3yJibTare MPUBOIUT
K TI0JIaBJICHUIO HUCTarmMa M JIPYruX BEreTaTUBHBIX paccTpoicTB. LlMHHApU3MH mpenynpexaaeT

MOSABJICHUE UJIKW CHUXKACT BBIPAXKCHHOCTH OCTPLIX 3ITU3040B BEPTHUTO.



COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 20.09.2024 N2 20186

(NOCNEQCBATENEHOCTE 000%)

P

DapMaKOKHHETHKA

Bcacvisanue

Makcumainpible KoHIEHTpauud (Cmax) LMHHApH3MHA B IUIa3ME KPOBU JOCTHTAIOTCS 4epe3

1-3 yaca nocne npueMa BHYTPb.

Pacnpeoenenue

Cas3pIBaHNE IMHHAPU3MHA ¢ O€IKaMHU I1a3Mbl KpoBU cocTaBisieT 91 %.

Memabonuszm

[{uHHApU3UH aKTUBHO METaOOJIM3UpPYEeTCs, TJIABHBIM 00pa3oM, IOCPEICTBOM H30(hepMeHTa

CYP2D6.

Buigeoenue

W3BectHbIil nepuoa nomyBbiBeAaeHus (T12 ) unHHaApU3MHA HAXOAWUTCS B AManas3oHe oT 4 1o 24

gacoB. Okoiio 1/3 MeTaboJIMTOB BHIBOJUTCS MTOYKaMU U 2/3 — yepe3 KUIIICUHHK.

IToxka3zaHusi K MPUMEHEHU IO

Bspocnvie

— TOJAepXKHUBAIOLIas Tepamus OpU CcUMOTOMax Oone3Hn MeHbepa J1aOUPUHTHOTO
MIPOUCXOXICHHUS, BKIIOUAsi BEPTUTO, TOITHOTY, PBOTY, IIIYM B YIIIaX U HUCTarwm;

— npoduIaKTHKa KHHETO30B («IOP0KHON 00JIE3HM» — MOPCKOM U BO3IYILIHOW OONIE3HN);

— npoduIaKTHKA TPUCTYIIOB MUTPEHU;

— TOJACpXKHUBAIOIIAs TEpanus NpPU CHMITOMAaxX I[epeOpOBACKYISAPHOTO MPOUCXOKIACHUS,
BKJIIOYAsi BEPTUTO, IIyM B YIIaX, TOJOBHYIO O0OJb, pPa3ApakKUTEIbHOCTh, 3aMKHYTOCTb,
HapyIICHUE TTaMSATH ¥ KOHIICHTPAIIMA BHUMAaHUS;

— TOJAepXKHUBAIOIIas  Tepamuss OpH  CUMITOMAaxXx  HapylleHuid  mepudepudeckoro
KpoBOOOpamieHus1, BKIroUasi 00yie3Hb PeifHO, akpolmaHo3, «IepeMeKaronlylocs» XpoMOTY,
HapYIIEHUs] MUKPOIMPKYISIIHH, TPO(QUUECKUE BEHO3HBIE SI3BBI, MApeCTe3Ul0, HOUYHBIE
CMa3Mbl, I0OXO0JIOJIAaHHE B KOHEYHOCTSIX.

Jlemu

— npoduIaKTUKa KUHETO30B («IOPOXKHOM OOJE3HM» — MOPCKOH M BO3IYIIHOH OONE3HH) Y
neTen ¢ 5 ner.

IIporuBonokazanus

— T'unmepdyBCTBHTENBHOCTD K IUHHAPU3UHY U K JIFOOOMY M3 BCITIOMOTATEIILHBIX BEIIECTB;

— OepeMEeHHOCTb, NEPUOJI TPYAHOTO BCKApMIIMBAHUS;

— HEMEepeHOCHUMOCTH JIAaKTO3bl, JIAKTa3Hasi HEJO0CTaTOYHOCTb, CHHJPOM TJIFOKO30-TaJaKTO3HOM
MajbabcopOIuu;

— BoO3pact A0 5 neT (3¢ (HEeKTHBHOCTH U 6€30MaCHOCTh HE YCTAHOBIICHBI).
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C 0CTOpPOXKHOCTHIO

[Tpu 6one3nu Iapkuncona.

IIpumeHeHne Npu 6ePeMEHHOCTH U B IEPHO/ TPYAHOT0 BCKAPMJIMBAHUSA

bepemennocms

[IpumeneHnue mpenapaTa Bo BpeMsi 06peMEHHOCTH MPOTUBOIIOKA3aHO.

Jlakmayus

JlaHHblE O IPOHMKHOBEHUH LIMHHAPU3HMHA B TPYJHOE MOJIOKO OTCYTCTBYIOT, [IO9TOMY BO BpeMs
npuemMa fnpermnapaTa KOpMICHHE IPYAbIO CleAyeT NPeKPaTUTh.

Cnoco0 npuMeHeHMsI U 103bI

Cnocoo6 npumenenusn

BnyTps, nocie ezpl.

/o3bt

B3pocnvie

lloooeporcusarowass  mepanus  npu  cumnmomax  6onesnu  Menvepa — 1aOUpUHMHO2O
NPOUCXOHCOEHUS

1 Tabnerka 3 pa3a B aeHb (75 mr/cyr).

Ipogpunaxmuxa kunemosos

1 Tabnerka (25 Mr) MUHMMYM 3a IoJ4aca J10 MOE3AKHU; MPUEM MOKHO IOBTOPSTH Yepe3 KaxKble
6 Jacos.

Ilpogpunaxmuxa npucmynog muepeHu

1 Tabnerka 3 pa3a B AeHb (75 Mr/cyT).

Tloooeporcusarowas mepanusi npu CUMRMOMAX YepebPOBACKYIAPHO20 NPOUCXOHCOCHUS]

1 Tabnetka 3 pasa B geHb (75 mr/cyr).

Tloooeporcusarowjas mepanus npu CUMAIMOMAX HAPYULeHUs nepugepuiecko2o KpogooopaujeHus
2-3 tabnetku 3 paza B AeHb (150-225 mr/cyr).

MakcumanbHasi peKOMEHI0BaHHAs /1032 HE JIOJDKHA MPEBBIMIATh 225 Mr (9 TableToK) B CYyTKH.
Ocoobie cpynnul nayuenmos

Tayuenmoi ¢ noueyHou u/unu neueHouYHol HedoCMamo4HOCMbIO

JIaHHBIX HET.

Tayuenmer nosicunozo eospacma (cmapwe 65 niem)

JlaHHBIX HET.

emu

Ilpogunaxmuxa Kunemosoe

— mojapocTkaMm B Bo3pacte 13 ser u crapme — 1 Tabierka (25 Mr) MUHMUMYM 3a Iojigaca Jio

MOC3AKH,; IPUEM MOXKHO IMOBTOPATH YCPE3 KAKIABIC 6 4JacCoB,
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— JIeTsIM B Bo3pacte oT 5 710 12 et pekoMeHayercs npﬂlﬁﬁalg‘agdﬁﬁﬁll%& E[Iﬂ:']g%)gélllblx.

ITo0ouHOE nelicTBUE

[Tpy nmpuMeHEHHH IIMHHAPU3MHA OTMEYEHbl COHJIMBOCTb, TOIIHOTA U YBEJIMYEHHE MaccChl Teja
(>1 %). Taxke npu NPUMEHEHUU LMHHAPWU3MHA HAOIIOJAINCh IOBBILIEHHAS] COHJIMBOCTD,
jaeraprusi, AMCKOMGOPT B XKelyake, pBOTa, O0Jib B BEpXHEW YacTH JKUBOTA, IMCIEICHS,
THIIEPTUAPO3, yToMisieMocTh (<1 %).

[Ipy mocTperucTpalliOHHOM IPUMEHEHUHM LHMHHApU3MHA 3apEruCTPUPOBAHbl HEXKENATEIbHbIC
SIBJICHHS, 9aCcTOTa — 04eHb peako (<1/10000):

Hapywenus co cmoponbvl nepeHoll cucmemsl: TUCKUHE3Us, SKCTpallMPaMUIHbIE pacCTPONCTBa,
HapKUHCOHU3M, TPEMOD.

Hapywenus co cmoponvl Kodxcu u NOOKOJCHBIX MKAHel. JINXCHOWIHBIA KepaTo3, KpacHBIH
IJIOCKUH JIMIIIAN, TOAOCTPas KOKHas KpacHas BOIYAHKA.

Hapywenus co cmoponvl muluileyHou, cKelemHou U COeOUHUMENbHOU MKAHU: PUTHIHOCTh
MBILIII.

ITepexo3upoBka

Cumnmomwi

W3BecTHBI cilydan OCTpOM Mepeao3UpOBKM LIMHHApU3MHA MPU €ro mpueme B jo3ax oT 90 no
2250 mr. K nHambGonee 4acTo perucTpupyeMbIM MpPHU3HAKaM M CHUMIITOMaMm, OOYCIOBIEHHBIM
NEPEI03UPOBKON IUHHAPU3HHA, OTHOCATCSI U3MEHEHHSI CO3HAHUSA OT COHJIMBOCTHU IO CTYIOpa U
KOMBI, PBOTa, 3KCTpallMpaMHJIHbIE CHMIITOMBl M TUIOTOHUS. Y HEOOJBIIOro 4YHcia JAeTel
paHHETo BO3pacTa pa3BUBAINUCH CYAOPOrH. B OONBIIMHCTBE Cily4aeB KIMHUYECKHUE MOCIEICTBUS
He OBUIM TSDKEIBIMH, OJIHAKO CcOo0OLIaloch 00 OCTpOi MNepedo3UpOBKE CO CMEpTENbHBIM
MCXOJIOM: TaKHE CIIy4al OTMEYAJIUCh KaK IpHU NPUEME TOJIbKO LIMHHAPHU3UHA, TAK U MPU NIPUEME
UHHApU3MHA CO MHOXECTBOM JPYTUX MpernapaTos.

Jleuenue

Crieruduueckoro antuaoTa Het. [Ipu 11060 nepeno3upoBke Ha3HAYAIOT CUMIITOMATHYECKOE U
noJiep>kuBatoniee jgedenue. Eciu nenecoodpasHo, MOXKHO HA3HAYUTh aKTUBUPOBAHHBIHN yroib.
B3aumopneiicTBHe ¢ APYTrUMH J1eKAPCTBEHHBIMH CPeACTBAMH

Ankoeonw, cpeocmea, yenemarowue L[HC, u mpuyuxkiuyeckue anmuoenpeccanmol

IIpy OXHOBPEMEHHOM INpHUEME CIEAYIOLIME BEIIECTBA MOTYT IOTEHLHPOBATH CEAATHBHBIE
¢ dexTsl npenapata L{uHHapu3uH PeHeBai: amkoroiyib, CpeicTBa, YrHETAIOIIME IEHTPATbHYIO

HEPBHYIO CUCTEMY, U TPUIIHUKIIMYCCKHUEC aHTUICTIPECCAHTEI.
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Jluacnocmuueckue emeutamenbcmea (NOCNEODCEBA

B cBs3u ¢ anTUrHcTaMuHHEBIM 3¢ ¢dexToM npueM npenapara L{luanapusun PeneBan menee ueM 3a
4 nHSA 10 MPOBENEHHUS KOYKHBIX JUArHOCTHMUYECKHUX IPOO MOKET IMPENSITCTBOBAThH BBISBICHUIO
peaxkuui, MOJOKUTEIBHBIX B OTCYTCTBHE IIpenapara.

Oco0ble ykazaHus

[Tpuem npenapara LlunHapuszun PeneBai, Kak ¥ pyueM JIpyruxX aHTUTMCTAMUHHBIX IPENaparos,
MOYKET BBI3BIBATh AMCKOM(OPT B BEpXHEH YacTH KHBOTA; MPUMEHEHHE Iperapara 1mocie eabl
MO’KET YMEHBIIUTh Pa3IpakeHUE JKEIy KA.

[Tauuentam c Oosie3npto Ilapkuncona mnpenapar LluHHapusuH PeneBan cienyer Ha3Hayath
TOJILKO B TOM CJIy4ae, €CJIM IPEUMYLIECTBA OT €r0 HAa3HAYEHHUsI MPEBBIIIAIOT BO3MOKHBIA PUCK
YXYALIEHUS COCTOSIHUSL.

[Tpenapat [{unnapu3un PeHeBanm MOKeT BbI3bIBATh COHJIMBOCTh, OCOOGHHO B Hayalle JICYCHMS,
HO3TOMY cJenyeT coONI0aTh OCTOPOXKHOCTh NPU OJHOBPEMEHHOM IIPHEME C AJIKOTOJIEM,
cpenctBamu, yraeraomumu [HITHC, wiy TpuLMKINYeCcKUMU aHTHIETPECCAHTaMHU.
Bcnomozamenvhule eewjecmea

[TanuenTam ¢ penKo BCTpeYarOLIECs HACICACTBEHHOM HENEPEHOCUMOCTBIO TaJlaKTO3bl,
NeQUIUTOM JIaKTa3bl Jomaped WM IUIIOKO30-TaJIaKTO3HOW ManbabcopOuueil He cleayer
IMPUHUMATD TOT IIpemnapar.

Bunsinne Ha cIOCOOHOCTH YNIPABJISITH TPAHCIIOPTHBIMHU CPeACTBAMM, MEXaHU3MaMU
[Tockonbky mpueMm Ipenapara MOXET BbI3bIBaTh COHJIMBOCTb, OCOOCHHO B Haydaje JICYCHMS,
clieflyeT BO3JEpPKUBATBCS OT BOXICHHUS AaBTOMOOWJIS M MOTEHIMAbHO OMNAacCHBIX BHUIOB
JEeSTEIIbHOCTH, TpPeOYIOIMX  TOBBIIIEHHONM  KOHUEHTpAallMd BHUMaHHA M OBICTPOTHI
MICUXOMOTOPHBIX PEAKIUM.

dopMa BbINIYCKa

TaGnerku 25 mr.

[To 10, 14 TabneTok B KOHTYPHYIO SIMEHKOBYIO YMAKOBKY W3 IUIEHKH MOJUBUHUIXJIOPUIHON U
(boJIbru aMOMHUHNEBOH MeYaTHON JTAKUPOBAHHOM.

5, 10 KOHTYpHBIX SYEHKOBBIX yIMaKOBOK 10 10 TabaeTok min 4 KOHTYpHbIE SYEHKOBBIE YITaKOBKH
no 14 TabneTok ¢ WMHCTPYKIMEH MO MEIUIIMHCKOMY HPHUMEHEHMIO IMOMENIaloT B MHaukKy M3
KapTOHa JJi MOTPEOUTETHCKOM Taphl.

YciaoBust XxpaHeHust

XpaHUTh B KOHTYPHOH siu€iiKOBOM ynakoBKe B nauke rpu temneparype Hike 30 °C.

XpaHUTh B HEJOCTYITHOM ISl IETEH MECTE.

Cpox rogHocTu

3 rona.
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He ncmonp30BaTh M0 HCTECUCHUN CpOKa rogJHOCTH.

YcaoBus ornycka

OTnyckaroT 10 peLenty.

Baajesnen perucTpaMOHHOIO YA0CTOBEPEHUSI:

Poccuiickas @enepanus

Axuunonepnoe o6mectBo «IIpousBoacTBeHHas papmarieBTHUECKas koMaHuss OOGHOBICHHE)
KOpuanaeckuii  aapec: 633621, HosocuOupckas o061., Cy3yHckuii paiioH, pr. Cy3yH,
yi. Komuccapa 3stpkoBa, 1. 18.

Ten./dpakc: 8 (800) 200-09-95.

Wurepuer: www.renewal.ru

IpousBoauTeab/Opranuzanus, NPUHUMAIONIAS NPETEH3UH OT MOTPeduTeIeli:
Ilpouzeooumenw

Axkuuonepnoe o6miectBo «IIpousBocTBennas dpapmaneBTuueckas kommnanuss OOHOBICHHE)
Aodpec mecma npouseoocmaa

Hosocubupckas o6:m1., . HoBocubupck, yin. Cranimonsas, 1. 80;

HoBocubupckas o6u1., r. HoBocubupck, yin. Ctaniuonsas, 31. 80/3.

Dacosuux, ynakosuux

AxkunonepHoe obmiectBo «IIpousBocTBeHHas dpapmaineBTryeckas komnaHuss OOHOBIECHUE
HoBocubupckas 0611., 1. HoBocubupck, yi. Cranuuonnas, 1. 80;

HoBocubupckas 00:1., . HoBocubupck, yn. Ctanuuonsas, 31. 80/3.

Buvinyckarowuii konmpons kauecmea

AxkunonepHoe obmiectBo «IIpousBoacTBeHHas ¢papmaneBTuueckas komnanuss OOHOBIEHHE»
HoBocubupckas o6i1., . HoBocubupck, yn. Cranunonsas, 1. 80.

Opeanuzayus, npuHuMarowas npemeH3uy om nompeoumereti

Poccuiickas ®enepanus

Axk1uonepHoe obmiectBo «IIpousBoacTBenHas dpapmaineBTuueckas kommnanuss OOHOBIEHHE
630096, r. HoBocubupck, yn. CranimonHasi, 1. 80.

Ten./dpaxc: 8 (800) 200-09-95.

e-mail: pretenzii@pfk-obnovlenie.ru



