AKLIMOHEPHOE OBLLUECTBO
- NPOW3BOACTBEHHAA ®APMALIEBTUYECKAA
RENEWAL KOMMOAHMA OBHOBAEHWE
Ten./dakc: 8 (800) 200-09-95
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PerucrpaunoHHbii Homep: /1M-007615

Toprosoe HammeHoBaHue: Ksucmn gponc

MeKayHapoaHoe HenaTeHTOBaHHOe HauMeHOBaHMe: 1eBOLETUPU3MH

JlekapcTBeHHaa ¢popma: Kanaum Ana npuema BHyTpb

CocraB

1 mn npenaparta CoaepHKUT:

Jelicmesyrouwee sewjecmao: neBoueTupunsnHa gurnapoxnopung —5,0000 mr;
scriomoz2ameribHble 8eliecmaad: NPONUAEHTIMKOb, TULEPON (FNLEPUH), HAaTPUA caxapuHar,
HaTPUA aueTaT, YKCyCHas KUC/10Ta, MeTUAnaparMapokcmbeHsoart (metnnnapaben),

nponuanaparapokcmbeHsoar (nponuanapabex), Boga ouYnLLEHHASA
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RENEWAL KOMMAHMA OBHOBNEHWE

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

OnucaHue

Mpo3payHan UK cnerka onanecumpytowas 6ecuseTHan NN CNerka OKpaLweHHaa *KULKOCTb C
3anaxoM YKCYCHOM KNCNOTbl.

dapmakoTepaneBTUYECKaAn rpynna: NnpoTMBoanneprmieckoe cpeactso — Hi-rucTaMmHoBbIX
peuentopos 610KaTop.

Kopg ATX: RO6AEQ9

dapmaKonoruyeckue cBOMCTBA

®dapmakoOuHaMuka

JleBouEeTMPU3NH — aKTMBHOE BELLECTBO NpenapaTta Keucun gponc — ato R-aHaHTMOMEp
LEeTUPM3MHA, MOLLHbBIN N CENEKTUBHbIA aHTAarOHUCT TMCTaMMHa, 610KMpPYHOLWMIA
Hi-rmctammHoBble peLenTopsbl.

JleBOLETMPU3NH OKaA3bIBAET BANAHNE HA TMCTAMWUHO3aBUCMMYIO CTaANIO aNNepPrmyeckmx
peaKkunii, a TakKe YyMeHbLUAeT MUIPaLLmio 303MHOPMIOB, YMEHbLLAET NPOHULAEMOCTb COCY/0B,
OrpaHNYMBaET BbICBODOXKAEHNE MeANaTOPOB BOCMANEHMUS.

JleBouUETMPU3MH NpeaynpeKaaeT pa3sutme n obaeryaeTt TeYeHUe anfeprmyecknx peakuymm,
obnagaeT NPOTMBOIKCCYAATUBHbBIM, NMPOTUBO3YAHbIM AEACTBMEM, MPAKTUYECKN HE OKa3blBaeT
AHTUXONMHEPTMYECKOTO M aHTUCEPOTOHNHOBOIO AENCTBUA. B TepaneBTMYECKMX A403aX
NPaKTUYECKM He OKa3biBaeT ceAaTUBHOMo apdeKTa.

dapmMaKoKuHemuKa

dapmaKOKMHEeTUYECKMEe NapamMeTpbl 1€BOLLETUPU3NHA N3MEHAIOTCA IMHEMHO M NPAKTUYECKN He
oTAnYaTCcA oT GapMaKOKUHETUKN LETUPU3UHA.

Abcopbuyus

MNMocne npuema BHYTpb Npenapat 6bICTPO M NOAHOCTbIO abcopbupyeTca ns
YKeNYA0UYHO-KULEYHOro TpaKTa. MNprem nuwm He BANAET HA NOAHOTY abcopbumm, xoTa
CKOPOCTb ee YMeHbLIaeTcA. Y B3POC/abIX NOC/Ae OAHOKPATHOrO Npuema npenapaTta B
TepaneBTMYECcKon Ao3e (5 mMr) makcumanbHasa KoHUeHTpauma (Cmax) B N1a3me Kposu
pocTturaetca yepes 0,9 yaca u coctasnAet 270 Hr/mA, Nnocae NOBTOPHOrO NpYema B A03e

5 mr — 308 Hr/mn. PaBHOBeCHas KOHLEHTPaLUUsA A40CTUraeTcs Yepes 2 CyTOK.

PacnpedeneHue
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AKUMOHEPHOE OBLLIECTBO
A MPOWM3BOACTBEHHAA PAPMALIEEBTUYECKAA

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

JNleBoueTnpusnH Ha 90 % cBasbiBaeTcs ¢ 6enkamu nnasmol Kposu. O6bem pacnpeaenexus (Vq)
coctasnaet 0,4 n/kr. BuogoctynHocTtb gocturaet 100 %.

Memab6onusm

B HebonbLMX KonyecTBax (< 14 %) meTabonumsmpyetcs B opraHnsme nytem N- u
O-AeankunmMpoBaHusa (B OTAIMYME OT APYIMX aHTAarOHUCTOB Hi-rMCTaMUHOBBIX PELLENTOPOB,
KOTOpble MeTaboNN3NPYIOTCA B NEYEHWN C MOMOLLbIO CUCTEMbI LIUTOXPOMOB) C 06pa3oBaHNEM
bapmaKoiormyeckm HeakTMBHoOro metabonuTa. M3-3a HesHauMTeNbHOrO MeTaboansma u
OTCYTCTBMA MeTaboNMYeCcKoro NoTeHUMana B3aMMoAEeNCTBME NEBOLLETUPU3INHA C APYTUMM
JIEKapCTBEHHbIMM NpenapaTamu NPeACTaBIAETCA Ma0OBEPOATHBIM.

BoisedeHue

Y B3poc/ibix nepuog nonysbiBegeHun (T1/2) coctasnaeTt 7,9 + 1,9 4yacos; y ManeHbKUX AeTel
T1/2 yKOpOYeEH. Y B3pocAabix 0bwnin KnupeHc coctasnsaeT 0,63 ma/muH/kr. Okono 85,4 %
NPWHATOM A03bl NPenapaTa BbIBOAUTCA NOYKAMM B HEM3MEHEHHOM BUAE NyTem KNyb0o4YKoBOM
dMAbTPALMN N KaHANbLEBOM CEKPELNM; OKONOo 12,9 % — yepe3 KULEYHUK.

OmaodenbHble 2pynnol nayUeHMos

MayueHmesi ¢ noye4yHol HEAOCMAMOYHOCMbIO

Y naumMeHTOoB C NOYEYHON HeA0CTaTOYHOCTbIO (KAnpeHc KpeaTtuHuHa (KK) < 40 ma/muH)
KAMpPEHC npenapaTta ymeHblaeTca, a T1/2 yanunHsaeTca (Tak, y 60/1bHbIX, HAXOAALWMXCA Ha
remoamnannse, obLmit KnmpeHc cHukaetca Ha 80 %), uTo TpebyeT COOTBETCTBYHOLLENO
M3MEeHeHMsA pexmma ao3nposaHua. MeHee 10 % neBoueTMpPU3MHAE YOANAETCA B XO4e
CTaHZapPTHOM 4-4acoBOW Npoueaypbl remoananmsa.

MayueHmsi ¢ neyeHo4YHoOU HEAOCMAMOYHOCMbIO

dapMaKOKMHETUKA NEBOLETUPM3NHA Y NALMEHTOB C NEYEHOYHOM HELOCTAaTOYHOCTLIO He
n3y4anacb. Y NauMeHTOB C XPOHMYECKMMM 3a60/1€BaHUAMM NeYeHU (renaTtouenntoNApHbINn,
XONeCTaTUYECKUI U BUNMAPHbBIN LMPPO3), NO/YYaBLLMX PaLEeMUYEeCcKoe COeNHEHNe
ueTMpmsnHa B gose 10 nam 20 mr ogHOKpaATHO, HabagaN0Ck yBENMYEHWE Neproaa
nonyebiBegeHuA Ha 50 % 1 cHUXKeHWe KnmpeHca npenapaTa Ha 40 %, no cpaBHeHUto co
340POBbIMU NHOAbMU.

Lemu
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JaHHble No uccnenoBaHMio GpapMakoOKMHETUKM NpenapaTa y 14 geTten B Bo3pacte oT 6 go 11
et ¢ maccoii Tena ot 20 go 40 Kr npy nepopasibHOM NpMeme o4HOKPATHO 5 mr
NIeBOLETMPU3NHA NOKA3aun, YTo NokasaTtenu Cmax M Nnowaab noa kpusoi (AUC) npumepHo B
ABa pa3a NpeBblWatoT aHANOTUYHbIEe NOKA3aTeNn y B3POC/bIX 340POBbIX t04eln Npu
nepeKkpecTHoM KoHTpose. CpeaHnit nokasaTenb Cmax cOCTaBmA 450 HI/MA, MakCcMManbHan
KOHLLeHTpauuA AocTuranacb B cpegHem yepes 1,2 yaca, o6wmii KNMpeHC € y4eToM Macchl Tena
6611 Ha 30 % Bbilwe, a Neprog NoNyBbiBeAEHMA HA 24 % KOpoYe y AeTeN, YEM COOTBETCTBYOLWME
nokasaTenu y B3pocabix. CneumanbHble GpapMaKOKMHETUYECKNE UCCNe0BAHNA Yy aeTel
MaagLwe 6 net He NPOBOAUANCE. PETPOCNEKTUBHbBIN papMaKOKMHETUYECKUI aHAaNN3 NpoBeAeH
y 323 naumeHToB (181 pebeHok B Bo3pacTe oT 1 go 5 net, 18 geteit B Bo3pacte oT 6 4o 11 netn
124 B3pocnbix B Bo3pacTe oT 18 ao 55 neTt), nosyyasLimMx ogHy UM HECKOJIbKO [103
nesoueTtnpusnHa ot 1,25 mr go 30 mr. JJaHHble, NoslydeHHble B X04e aHa/n3a, nokasanu, 4To
npuem npenaparta B Ao03e

1,25 mry geTten B Bo3pacTe oT 6 mecAueB 40 5 neT NPUBOAUT K KOHLLEHTPALMK B NNa3Me,
COOTBETCTBYIOLLEM TAaKOBOM Yy B3POC/bIX NPU NpMeme 5 Mr npenapaTta o4uMH pas B CYTKMU.
Moxcuneie nayueHmel

JaHHble N0 PapMaKOKMHETUKE Y NOXKMAbIX NALMEHTOB OrpaHMyeHbl. lNpyu NOBTOPHOM npueme
30 mr neBouUeTUPU3NHA OAMNH Pa3 B CYyTKU B TeYeHMe 6 AHeln Y 9 NOXKUAbIX NauMeHToB (Bo3pacT
oT 65 A0 74 net) 0bwmit KAMpeHC Hbln NPUBAN3UTENBHO Ha 33 % HUXKE, YEM TAaKOBOW Y
B3pocabix 6osee monoaoro Bo3pacta. bbi1o NOKa3aHo, YTO pacnpeaeneHre payemaTa
LueTupm3nHa 6onblue 3aBUCUT OT QYHKLIMM NOYEK, YEM OT BO3pacTa. ITO YTBEPKAEHUE TaKKe
MOKeT ObITb NPUMEHMMO U K IEBOLLETUPU3UNHY, TaK Kak 06a npenapaTta 1 NeBOLLETUPU3UH, U
LEeTUPU3NH BbIBOAATCA NPEMMYLLLECTBEHHO C MOYON. M03TOMY, ¥ NOXKMAbIX NALMEHTOB 4033
NeBOLETUPU3NHA A0MKHA ObITb CKOPPEKTMPOBAHA B 3aBUCMMOCTM OT PYHKLIMKN NOYEK.
NoKa3aHuA K NpUMeHeHUto

e JleyeHHe  CUMOTOMOB  KPYIVIOTOAMYHOTO  (NIEPCUCTHUPYIOLIETO) M CE30HHOTO
(I/IHT epMI/ITTI/IpyIOHIeFO) AJUICPrUICCKHUX PUHHUTOB U AJUICPIrUUCCKOI0 KOHBIOHKTUBUTA, TAKUX KaK
3y]l, YNXaHUE, 3AT0KEHHOCTh HOCA, PUHOPES, CIE30TEYEHNE, TUITEPEMUS KOHBIOHKTHUBEIL,

®  TOJUIMHO3 (CEHHAs JTMXOPAJIKa);

e  KpanuBHUIA;
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AKLIMOHEPHOE OBLLECTBO
—_— MPOW3BOACTBEHHAS ®APMALEBTUYECKAS
RENEWAL KOMMOAHMA OBHOBAEHWE
Ten./dakc: 8 (800) 200-09-95

® JIpyrue aJuIepruYeCcKHe IePMaTO3bl, COMMPOBOKIAIOIINECS 3y/IOM U BHICHIITAHUSIMHU.
MpoTuBONOKasaHuA

e [loBbIIeHHAs] YyBCTBUTEIBLHOCTD K JICBOIICTUPU3UHY, [ICTUPU3UHY, THAPOKCU3UHY, JIFOOOMY
MIPOM3BOHOMY ITUIIEPA3UHA WITK K JTIOOOMY IPyroMy BCIIOMOTaTEIbHOMY BEIIECTBY IIpernapara;
e  TEpMUHAJIbHAS CTAAMS MOYCUHOW HEOCTATOYHOCTH (KIMpeHC KpeaTtuHuHa < 10 Mi/MuH);

e JICTCKMMA BO3pacT J0 2 jeT (BBHAY OrPaHUYCHHOCTH JaHHBIX 1O 3((PEKTUBHOCTH U
0e301MacHOCTH TIpenapara).

C OCTOPOKHOCTbIO

MpW XpOHMYECKOM NOYEYHON HEAOCTAaTOYHOCTM (HE0H6X04MMA KOPPEKLMA PEKMMA
0031pPOBaHUA).

Y nny, noxKmnoro Bospacta (Mpy BO3PAaCTHOM CHUMKEHUW KNyBOUYKoBOM dUNbTpaLmm).

Y naumeHTOB C NOBpEXAEHMEM CTMHHOIO MO3ra, rMnepnaasvent NnpeacTaTebHOM Xenesbl, a
TaKKe NPY HAIMYUKM APYrux Npespacnonaraomx GakTopos K 3a4epKKe MOUM, MOCKO/bKY
NEeBOLETUPU3UH MOKET YBEIMYMBATDL PUCK 3aJEPKKM MOUM.

OCTOpPOXKHOCTb cneayeT cobntoaaTh y NALMEHTOB C ANUAENCUEN U NOBbILEHHOW CYAOPOXKHOM
FOTOBHOCTbH, MOCKO/IbKY 1€BOLLETUPU3UH MOKET BbI3BaTb 060CTPEHME NPUCTYNOB.

Mpu ofAHOBPEMEHHOM ynoTpebaeHun ¢ ankoronem (cmompu paszden «B3aumodelicmesue ¢
Opyaumu neKkapcmeeHHbIMU cpedcmeamu).

BepemeHHOCTb 1 Nepuoa, rpyAHOr0 BCKapM/IMBaHUA.

MpumeHeHue Npu 6epemeHHOCTU U B NepUoa rpyAHOro BCKapMaMBaHUA

bepemeHHocmb

[aHHble NO NPUMEHEHMIO NEBOLETUPU3MHA BO BPeEMS HepeMeHHOCTU NPAKTUYECKM
OTCYTCTBYIOT Un orpaHmdeHbl (meHee 300 ucxonos 6epemeHHocTel). OgHAKo, NpUMEHEHMe
LEeTUPU3NHA, paLemaTa JIeBoLEeTUPU3NHA, Npn bepemeHHocTu (6onee 1000 ncxonos
6epemMeHHOCTEN) He COMPOBOXKAAN0Ch MOPOKAaMU PA3BUTUA U BHYTPUYTPOOHbIM U
HeOoHaTa/IbHbIM TOKCMYECKMM BO3AENCTBMEM. B UCCnef0BaHUAX Ha M KUBOTHbIX HE BbISIBIEHO
NPAMOTO UAN KOCBEHHOTO HeH61aronpPUATHOTO BAUAHUA Ha TeyeHne bepemMeHHOCTH,
ambpuoHanbHoe n peTanbHOE Pa3BUTME, POAbl U MOCTHATAIbHOE Pa3BUTHE.

Mpn 6epemMeHHOCTN Ha3HaYeHME IEBOLLETUPU3NHA MOXKET HbITb PaCCMOTPEHO B C/lyYae

HeobxoaMMOCTH.
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lMepuod 2pydHo20 8CKAPMAUBAHUA

LleTMpu3nH, pauemaT N1eBOLETUPU3MHA, IKCKPETUPYETCA C rPYAHbIM MOIOKOM. M03TOMY TaKKe
BEPOATHO M BblAEeNEHME NEBOLETUPU3NHA C TPYAHBIM MOJIOKOM. Y AeTel, HaXO4ALMXCA Ha
rPyAHOM BCKAapM/IMBAHUKN, BO3MOXHO NosiBAeHWe NOBOYHbIX peaKkLMin Ha 1eBOLETUPU3UH.
MoaTomy Heobxoanmo cobatoaaTb OCTOPOKHOCTb NPU HA3HAYEHUM NEBOLLETUPM3MHA B NEPUOL,
rPYAHOrO BCKAapPM/IMBAHMUSA.

depmunbHocme

KAnHuYeckne aaHHble NO N€BOLETUPU3UHY OTCYTCTBYIOT.

B nepuopg 6epemeHHOCTH, rpyAHOr0 BCKapMIMBAHMA UKW NPU NAAHUPOBAHUM BepeMeHHOCTH
peKoMeHAayeTCA NPOKOHCYAbTUPOBATLCA CO CNELMANNCTOM A0 Hayana NpUema IEKapCTBEHHOIO
npenapara.

Cnoco6 npumeHeHUA U [,03bl

BHyTpb, BO Bpems nprvema nuLim Uam HaToLLaK.

[ns npuema npenaparta cnegyeT UCMO/1b30BaTb YaliHyO NI0XKKY. Mpn HeobxoamMmocTn 403y
npenaparta MOXHo pa3baBunTb B HEOONbLLIOM KONMYECTBE BOAbI HENOCPEACTBEHHO Nepes,
ynoTtpebneHmem.

B3pocnbie u demu cmapwe 6 1em: cyTo4HaA fo3a coctasnset 5 mr (20 kKanenb) 04HOKpPATHO.
Ldemu om 2 0o 6 nem: no 1,25 mr (5 kanenb) 2 pasa B geHb; cyToyHas gosa — 2,5 mr (10
Kanesnb).

MoCKoNbKY N1EBOLLETUPU3INH BbIBOAUTCA U3 OPraHM3mMa NoYKamm, Npu NpUMeHeHMN npenapara
nayueHmMam c noyeyHol HedoCcmamo4YHOCMb0 U NAYUEHMAM MOX(U1020 803pACMA A03Y
cnenyeT KOPPEKTMPOBATbL B 3aBMCMMOCTU OT BE/IMYMHBI KNMpeHca KpeaTuHUHa (KK).

KnunpeHc kpeaTnHuHa (KK) ons MyK4mMH MOXKHO paccunTaTb, MCXO4A U3 KOHUEHTpaLUum

CbIBOPOTOYHOIO KpeaTUHMHA, No cneaytouen popmyne:

[140 — Bo3pact (roapt) ] x macca Tena (kr)

KK =
(MH/MMH) 72 x KKcbiBopot (mr/an)

KK 419 XeHLWWH MOXKHO paccunTaTb, YMHOXKMB NOydeHHOE 3HaYeHMe Ha KoadodunuymeHT 0,85.

Mo4yeyHaa HeaOCTAaTOUHOCTb KK (mn/muH) PexXum ao3mnpoBaHuA
Hopma >80 5 mr/cyT
Nerkas 50-79 5 mr/cyT

Pbi6uit XXup Renewal: ckayaTb MHCTPYKLUMIO NO NPUMEHEHUIO Ha odULManbHOM calTe NnpoussoauTens



https://www.renewal.ru/
https://www.renewal.ru/
https://www.renewal.ru/
https://www.renewal.ru/products/kvisil-drops-20-ml/
https://www.renewal.ru/products/kvisil-drops-20-ml/

AKLIMOHEPHOE OBLLECTBO
— MPOW3BOACTBEHHAA ®APMALLEBTUYECKASA
RENEWAL KOMMAHMA OBHOBNEHWE

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

CpegHan 30-49 5 mr/cyT x 1 pa3 B 2 gHA

Taxenasn <30 5 mr/cyT x 1 pa3 B 3 gHA
TepMuHanbHaA cTagma — NauyMeHTbl, <10 Mprem npenapata
HaxoAALlmeca Ha Ananuse NPOTMBOMOKa3aH

MayueHmam c noye4yHol u ne4yeHo4YHol HedoCMamMoYHOCMbIO [,O3UPOBAHNE OCYLLECTBAAETCA
no Tabsnue, NpuBeaeHHON Bbille.

MayueHmam ¢ HapyuweHuem mosbKo (hyHKUUU NevYeHU KOPPEKLUU PeXKMMa A03MPOBaHUSA He
Tpebyetca.

MpodonxumenbHOoCMb Npuema npenapama:

Mpwn neYyeHnn ce3oHHOro (MHTEPMUTTUPYIOLLENO) alIepPrMYeckoro pUHUTa (Haanyme CMUMNTOMOB
MeHee 4 iHeNn B Heaento Uan nx obuas NPoAo KUTENbHOCTb MeHee 4-X HeAeNb) ANUTENbHOCTb
le4yeHnn 3aBUCUT OT XapaKTepa 3abos1eBaHUA; NedeHne MOXKET ObiTb NPeKpaLLEeHO Npu
NCYE€3HOBEHUN CUMMTOMOB M BO30H6HOB/IEHO NPU NOSBAEHUN CUMMITOMOB.

Mpwn NeYyeHnn KPyrnoroanYHoro (NepCcUCTUPYIOLLEro) anneprmyeckoro puHMTa (Haamume
cMmnTomoB 6onee 4-x AHEN B HeZe/I0 UK UX 00Lasa NPoAo/IKUTEIbHOCTL 6osiee 4-xX Heaenb)
leYeHne MOXKET NPOoAO0/IKATLCA B TeYeHMe BCero nepmnoaa Bo3aencTema annepreHos.

NmeeTca KAMHUYECKUI ONbIT HENPEPLIBHOTO NPUMEHEHUSA Y B3POC/bIX NALMEHTOB
OJIMTENbHOCTbIO A0 6 MecALEB.

No6ouHoe peicTBue

MeTunnaparuapokcnubeHsoaT u nponuanaparMapokcMbeHsoar, BXoAsLiMe B COCTaB Kanenb Ana
npuema BHYTPb, MOTYT ABAATLCA MPUYMHON aNNeprmyeckmx peakumnii (BO3MoKHO
3aMea/IeEHHOro TMna).

JaHHble no 6e3onacHocmu, nosny4YyeHHble NPU u3y4yeHUU yemupusuHa

Habnwopannck cneayolime HexenaTesibHble peaKkLuunm:

Pedko (= 1/10000, < 1/1000)

BcTpeyanuco nerkme n BpeMeHHbIe HeXKenaTebHble ABNEeHUA, TaKUE KaK YTOM/IAEMOCTb,
HapyLweHWe KOHLUEHTPaLUmMn, COHINBOCTb, FON0BHas 60/1b, FO/IOBOKPY}KEHUE, BO3OYXKAEHME,
CYXOCTb BO PTY M XKeNyA0UYHO-KULLIEYHbIE PAacCTPOMCTBaA (3anop). B HEKOTOPbIX Cay4Yasnx

Ha6J'II-OLI,aI'IVICb peakunn runepyvyysCcTBUTE/IbHOCTU U aHI'MOHeBpOTVI‘-IeCKVIﬁ OTEK.

Pbi6uit XXup Renewal: ckayaTb MHCTPYKLUMIO NO NPUMEHEHUIO Ha odULManbHOM calTe NnpoussoauTens



https://www.renewal.ru/
https://www.renewal.ru/
https://www.renewal.ru/
https://www.renewal.ru/products/kvisil-drops-20-ml/
https://www.renewal.ru/products/kvisil-drops-20-ml/

AKUMOHEPHOE OBLLIECTBO
— MPOWM3BOACTBEHHAA PAPMALIEEBTUYECKAA

RENEWAL KOMMAHWA OBHOBNEHUE
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Takke coobuwanocb 06 oTAENbHbIX CAYYaAnX CYyA0POr, peakumm CBETOMYBCTBUTENbHOCTH,
nopaxkeHus nevyeHn, aHadbMIaKTUUECKOro LWOKaA, HapyLLeHMA KPOBOOOpaLLLEHUS, TTYXOThl,
NA0XOr0 CaMOYyBCTBUA, 3y4a, BACKY/INTA, 3pUTEIbHbIX HAPYLUEHUM N KOLMApPHbIX CHOBUAEHWA.
JlaHHbIe KauHuYecKux uccnedosaHuli

KnnHnyeckune nccneposaHmna nokasanu, uto y 14,7 % naunmeHToB, NPUHUMABLLNX
NIEBOLLETMPU3MH B A03€e 5 Mr Habntoganuch HexkenaTtesibHble peakunmn B cpasHeHun ¢ 11,3 %y
naumeHToB rpynnbl Nnauebo. 95 % AaHHbIX HEXKeNaTeNbHbIX Peakunii 6bIIn Nerkumm uam
YMEPEHHO BblpaXKEHHbIMMU.

B KNIMHMYECKMX NCCNneaoBaHMAX YAacTOTa NPeKpaLLeHMs Tepanmmn B C1e4CTBUM Pa3BUTUA
no6ouHbIX peakumin coctasuna 0,7 % (4/538) y naumMeHTOB, PpaHAOMU3NPOBAHHbIX ANA
nosiy4yeHua nesouetnpmsmHa B aose 5 mr 1 0,8 % (3/382) ansa naumeHToB,
pPaHAOMU3MpPOBAHHbIX B rpynny nnauebo.

Cnepytowme HexenaTenbHble peakunmn b6b1am BbiABAEHbI y NaumeHToB (n = 538) yyacTBoBaBLINX
B KNIMHUYECKOM UCCe[0BaHNN U MPUMEHABLUMX IEBOLETUPUINH B PEKOMEHAOBAHHbIX A403aX
(5 mr oauH pas B cyTKK):

Cyacmomoli 1-10 %

JlesouemupusuH 5 me (n =

HexcenamensHoele peakyuu Mnayebo (n = 382)
538)

CoHnneocCTb 5,6 % 1,3%

CyxocTb BO pTY 2,6 % 1,3%

FonoBHan 60b 2,4 % 2,9%

YTomnaemocTb 1,5% 0,5%

AcTteHus 1,1% 1,3%

XOoTA YacToTa C/lyYaeB COHIMBOCTU B rpynne fieBoueTupmusnHa bbina Bbllle, YeM TakoBas B
rpynne nnauebo, B 60NbLLIMHCTBE C/Iy4aEB 3TO HEXKeNaTe/IbHOE AB/IeHUe Bbl1I0 Nerkon unm
YMEPEHHOW CTEMNEHU TAXKECTMU.

Heuacmo (0,1-1 %): 6onu B XKuBOTE.

MocmpeaucmpayuoHHbie uccnedoeaHus
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AKLIMOHEPHOE OBLLECTBO
— MPOW3BOACTBEHHAA ®APMALLEBTUYECKASA
RENEWAL KOMMAHMA OBHOBNEHWE

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

B nepunog, nocTperucTpaumoHHOro NpMmeHeHna npenapata Habaoganuce cnegyowme
noboyHblie adpPeKTbi:

Co cmopoHbl UMMYHHOU cucmembl: peakunn rmnepyyBCTBUTENBHOCTU, BKAOYAA aHadUAAKCUIO.
Co cmopoHbl obmeHa sew,ecma U MUMAHUA: NOBbIWEHWe anneTuTa.

HapyweHus ncuxuku: TpeBora, arpeccus, Bo3oyxaeHWe, rafntoumMHaumm, genpeccus,
6€eCcCoOHHUL, CynumaanbHble aen, KoWMapHble CHOBUAEHUA.

Co cmopoHbl HepsHoU cucmemel: cyaoporn, TPOM603 CUHYCOB TBEPAOIM MO3roBOM 060/104KM,
napectesus, roIOBOKPYKEHME, BEPTUTO, 0OOMOPOK, TPEMOP, ANCTEB3UA.

Co cmOopOHbI Op2aHA 3peHUA: BOCNANUTENbHbIE MPOABNEHUA, HAapyLLEHNE 3peHUA, HEYETKOCTb
3pUTENbHOIO BOCNPUATUA, HENMPOU3BO/IbHbIE ABUXKEHMUA FNA3HbIX ABNOK (HUCTarm).

Co cmopoHbI cepOya: CTEHOKaPAUA, TaXMKApAMA, oLyl eHMe cepauebrenms.

Co cmopoHbI cocydos: TPOMDB0O3 APEMHOI BEHbI.

Co cmopoHbI ObixamesibHOU cucmembl, 0OpeaHo8 2pyOHOU KAemKu U cpedoCmeHuUs: yCUNeHne
CMMMNTOMOB PUHUTA, OA4bILLIKA.

Co CMOpPOHbI KOXU U MOOKOXCHbIX MKAHel: aHTUOHEBPOTUYECKUIA OTEK, IK3aHTEMA, TMMOTPMUXO3,
3y4, CbiMb, TPELWMHBbI, KpanuBHULA, GOTOCEHCMBUAN3ALMNA/TOKCUYHOCTb, CTOMKaA
JIeKapCTBEHHAA 3pUTEMa.

Obuwue paccmpolicmea: HeadPeKTUBHOCTb NPOAYKTA M €ro B3aUMOAENCTBUA, CYXOCTb
CAN3UCTbIX 060/I0YEK.

Co cmopoHbI HenyOo4YHO-KUWEe4YHo020 MPAKma: TOWHOTa, PBOTa.

Co cmopoHbI neYeHu U xen4esol8o0AuwUX nymel: renaTuT.

Co cmopoHbI cKenemMHo-Mbluie4HoU, KOCmHOoU cucmemsl U coeOuHUmensHol mkaHu: 6onb B
MbILILLAX, APTPAATrUA.

Co cmopoHbI noYek U Mo4esbli8o0AWUX Nymell: AU3YPUA, 3aePXHKKA MOUM.

Obuwue paccmpolicmea u HapyueHus 8 mecme 88edeHUs: OTeK.

JlabopamopHsie u UHCMPYMeHMasbHble OaHHbIe: YBENNYEHNE MACChbl TENA, U3SMEHEHME
bYHKUMOHaNbHbIX NPO6 NeyeHu, NepekpecTHaa peakTUBHOCTb.

OnucaHue omoesnbHbIX HexcenamesnbHbiX peakyuli

Y Manoro KoimyecTsa naLMeHTOB Haba4anca 3y nocne npekpaleHnsa NpuMmeHeHns

NeBoueTUpmU3snHa.
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AKLIMOHEPHOE OBLLECTBO
— MPOW3BOACTBEHHAA ®APMALLEBTUYECKASA
RENEWAL KOMMAHMA OBHOBNEHWE

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

BaxtHo coobuwjame 0 pa3zsumuu HexcesamesbHbIX peakyuli ¢ yesnbto obecnevyeHus
HernpepbiBHO20 MOHUMOPUH2a OMHOWEHUSA M0/1b3bl U PUCKA EKAPCME8eHHOo20 rnpenapama.
Ecnu nobble u3 yKa3aHHbIX 8 UHCMPYKUUU noboYHbIx 3ghdpekmos ycyaybasatomcs, unau Boi
3amemunu nrobsle Opyaue nobo4YHble 3¢hhekmbl, He YKA3aHHble 8 UHCMPYKYuUU, coobuwjume o6
amom spayvy. MeduyuHckue pabomHUKU coobuw,arom o /1t06biX HeXenamenbHbIX PeaKyuax
/IeEKaPCMBEHHO020 Npenapama Yyepes HayUOHaAbHble cUuCmemMbl COOBUW,EHUS O HeXcenamesbHbIX

Peaxkyusx.

Mepepo3unposka

CuMnmMomebl: COHNMBOCTb (y B3POCAbIX), BHaYane MoryT NoABUTLCA BO3OYXKaeHME U
6€eCcnoKoMCTBO, 3aTEM CMEHAIOLLMECA COHNBOCTLIO (y AeTen).

JleyeHue: HEOHXOAMMO NPOMbITb KeNYAOK NN NPUHATb aKTUBUPOBAHHbLIN Yro/ib, €CAKN nocne
npuema npenaparta NpoLwao Mano BpemeHu. PekomeHayeTca nposeseHne CUMNTOMATUYECKOM
n nogaeprkmnsatowein Tepanuun. Cneundmyeckoro aHTMA0Ta HeT. Femoamnanus He apPeKTUBEH.
B3aumopgeiicTBue c Apyrmmu 1eKapcTBEHHbIMU CpeACTBaMMU

MN3yyeHne B3aMMoAEeNCTBMA 1IEBOLETUPU3INHA C APYTMMU NEKAPCTBEHHbIMM NpenapaTamun He
npoeoaunock. MNpu n3y4yeHMn NeKkapcTBEHHOrO B3aMMOAENCTBUA paLemaTa LeTupu3mHa ¢
AQHTUNUPUHOM, A3UTPOMULIMHOM, LMMETUOMHOM, AMA3ENAMOM, SPUTPOMULIUMHOM, TUMU3ULOM,
KETOKOHa30/10M U nceBao3deApMHOM KNMHUYECKN 3HAYMMbIX HEXENATESbHbIX
B3aMMOLENCTBMUI He BbIBNEHO.

Mpu oAHOBPEMEHHOM NPUMEHEHUM ¢ TeodunnnmHom (400 mr/cyT) oBLLMIA KNMPEHC LeTUpU3nHa
CHUXKaeTca Ha 16 % (KMHeTUKa TeodpMNNMHA He MeHseTcA).

B nccnepoBaHMM ¢ MCNOAb30BAaHMEM MHOFOKPATHbIX 403 NPU O4HOBPEMEHHOM NpUeme
puToHaBupa (600 mr 2 pasa B AeHb) U LeTnpursnHa (10 mr B AeHb) NOKa3aHo, YTO 3KCMO3NLUS
LeTUpM3nNHa yBesinumBanacb Ha 40 %, a 3KCNO3ULMNA PUTOHABMpPA HE3HAYUTE/IbHO M3MEHMNACh
(-11 %).

B psge cnyyaes npy 04HOBPEMEHHOM NMPUMEHEHUN NEBOLLETUPU3NHA C aIKOTONEM UK
JIEKAPCTBEHHbIMM NPenapaTamm, OKasblBalOWMMKN NOAABAAIOLLEE BAUAHME Ha LEHTPaNbHYO
HepBHYyto cuctemy (LLHC), BO3MOXKHO ycuneHume ux sananmns Ha LLHC, xoTa He foKasaHo, 4To

pauemart LeTupu3nHa noteHunpyet addeKT ankorons.
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AKUMOHEPHOE OBLLIECTBO
A MPOWM3BOACTBEHHAA PAPMALIEEBTUYECKAA

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

Ocobble yKasaHusA

NHTepBanbl mexay A03aMu A0/1KHbI ObITb NoA06paHbl MHANBMAYANBHO B 3aBUCMMOCTH OT
noYyevyHoON PyHKLMN.

PekomeHayeTcA cobntoaTb OCTOPONKHOCTb MPU OAHOBPEMEHHOM ynoTpebieHnn ¢ ankoronem.
Mpy HaAMYKUK Y NAUMEHTOB Npeapacnonaratowmnx GakTopoB K 3a4eprKKe Moun (Hanpumep,
NnoBpeXKAEHWE CMMHHOIO MO3ra, rMnepniasuna NnpeacTaTe/IbHOM Kenesbl) ciegyeT cobaaatb
OCTOPOXKHOCTb, NOCKOJIbKY 1€BOLLETUPU3MH MOXKET YBEIMYMBATL PUCK 3a4EPKKN MOUM.
MeTunnaparnapokcnbeHsoat u nponuanaparuapokcnbeH3oar, BXoAaLmMe B COCTaB Kanenb AnA
npuema BHyTPb, MOTYT ABAATLCA MPUYMHON aNNepPrmyeckmx peakumnii (BO3MOXKHO
3amepgneHHoro TMna).

OcTopoxKHOCTb cneayeT cobatoaaTh y NALMEHTOB C ANUAENCUEN U NOBbIWEHHON CYA0POKHOM
FTOTOBHOCTbHI, MOCKO/IbKY NE€BOLLETUPU3MH MOKET BbI3BaTb 060CTPEHME NPUCTYMNOB.

PeaKumAa Ha KOXKHble annepruyeckme Nnpobbl NoAaBAAETCA aHTUTMCTAMUHHBIMKW NPenapaTamm, 1
nepeg NpoBeaeHNEM TECTUPOBAHNA HEOBXOAMMO BO34EpPKaTbCA OT MpMeMa npenapara B
TeyeHue 3 AHeNn.

Bo3mMoKHO noaBieHMe 3yaa nocse NpekpaLweHma npuema N1eBoLeTUPU3NHA, SaXKe ecn
nNogo06HbIX CUMNTOMOB He 6bl710 B Havane nevyeHma. CUMNTOMbl MOTYT MPONTM CAMOCTOATENBHO.
B HEeKoTOpbIX CIy4aax CUMNTOMbI MOTYT OblTb CUIbHO BblPAXKEHHbIMMU, U 3TO MOXKET
notpebosatb BO306HOBNEHMA NeveHunA. MNocne BO30OHOBNEHMA IeYEHNA 3TU CUMMNTOMb!
AOJIKHbI MPONTHN.

BausHME Ha cNOCOBHOCTb YNPaBAATb TPAHCNOPTHLIMM CPEACTBaMU, MeXaHU3MaMum
JleBOLLETUPU3NH MOXKET NPUBECTM K NOBbILIEHHOW COHNMBOCTH, CAe0BaTeNbHO, Npenapat
Ksucmn gponc moxKeT OKasbiBaTb BANAHME HA CNOCOBHOCTb yNpaBaATb aBToMobuaem nnu
paboTaTb € TeXHWKON. B nepmnopg, nevyeHna HeobxoaMMO BO3AEePKMBATLCA OT 3aHATUM
NOTEHLMaNbHO OMACHbIMWU BUAAMM A,eATENbHOCTU, TPEOYIOLWNMM NOBbILLEHHOM KOHUEHTPaLMm
BHMMAHMA U BbICTPOTbI NCUXOMOTOPHbIX PEAKLMUN.

®dopma BbinycKa

Kanaun ana npuema BHyTpb, 5 mr/mn.

Mo 10 mn, 20 mn BO p1aKOHbI TEMHOTO CTEK/A C BUHTOBOM rOP/NIOBUHOM, YKYNOPEHHbIe

I'Ip06KaMVI-KaI'Ie}'IbHVILI,aMVI NOZINITUNEHOBLIMU U KPbILWWKAaMWN HaBUHYNBaAEMbIMU N3
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AKLIMOHEPHOE OBLLECTBO
—_— MPOW3BOACTBEHHAS ®APMALEBTUYECKAS
RENEWAL KOMMOAHMA OBHOBAEHWE
Ten./dakc: 8 (800) 200-09-95

NOZIMMEPHbIX MaTEPNANIOB C KOHTPOEM NEPBOro BCKPLITUA MW C KOHTPOIEM NEPBOro
BCKPbITUA M 3aLLUTON OT AeTel.

®PNaKoH C MHCTPYKUMEN NO NPUMEHEHMIO MOMELLAOT B NaYKy M3 KapTOHa ANA NoTpebutenbcKom
Tapbl.

Ycnosua xpaHeHUs

MNpu TemnepaType He Bbiwe 25 °C.

Mocne NnepBOro BCKPbITUA UCMO/b30BaTb B TedeHne 90 CyToK.

XpaHUTb B HEAOCTYNHOM A5 AeTel mecTe.

CpoK rogHOCTU

4 ropa.

He npumeHATb N0 UCTeyeHnn cCpoka rogHoCTy.
Ycnosua otnycka

OTnyckatoT 6e3 peuenTa.

Bnaaeney perncTpaLMoHHOro yA40CTOBEPEHUA:

O6LecTBO C OrpaHMYEHHON OTBETCTBEHHOCTbIO « TpeyronbHUK» (000 «TpeyrofbHUK»)
HOpuamyeckmin agpec: 630108, Hosocmnbupckaa obnactb, r. HoBocnbumpck, yn. CtaHUMOHHaA,
4. 30A, kopnyc 15, nomeleHune 48.

Ten./dakc: 8 (383) 350-03-10.

NHTepHeT: https://www.renewal.ru/

Mpoussoautenb/OpraHnsauma, NPUHUMAIOLLAA NPETEH3UU OT NoTpebuteneii:
lMpouszsodumernso

AKumnoHepHoe obuiectso «lMNpomn3BoacTBeHHAn papmaueBTUYecKkas KomnaHua ObHoBaeHUE»
Adpec mecma npouzsoocmsa

630096, r. HoBocnbupck, yn. CtaHuuoHHasn, A.80.

dacosuwuK, ynaKkosu,uk

AKumnoHepHoe obuiectso «lMpomnssoacTBeHHan dapmaL,eBTMYECKaa KomnaHMa O6HoBAEHNE
630096, r. HoBocmnbupck, yn. CtaHunoHHas, 4. 80;
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‘, , AKUMOHEPHOE OBLLIECTBO
G NPON3BOACTBEHHAA PAPMAULEBTUYECKAA

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

633621, HoBocmnbupckas 06n., CyayHcKui paiioH, pn. Cy3yH, yn. Komuccapa 3aTbKoBa, 4. 18.
Boinyckarowuli KOHMPOsb Kayecmea

AkupnoHepHoe obuectso «lponssoacTeeHHana GapmaueBTnyeckana KomnaHua O6HoBaeHMeE»
630096, r. HoBocnbupck, yn. CtaHunoHHas, 4.80.

OpzaHu3ayus, NpuHUMarowas npemeH3uu om nompebumenel

AKumMoHepHoe obuwecTtBo «[pon3BoacTBeHHasa dapmaueBTUyeckaa KomnaHmua O6HoBAEHUE
630096, r. HoBocnbupck, ya. CTaHUMOHHaA, 4. 80,

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

e-mail: pretenzii@pfk-obnovlenie.ru
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